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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Health  Care  Financing  Administration 

Public  Health  Service 

42  CFR  Parts  405,  410,  416, 417, 418, 
440,  482,  483,  484,  485,  488,  491,  493, 
and  494 

IHSQ-176-FC] 

RIN  0938-AE47 

Medicare,  Medicaid  and  CLIA 
Programs;  Regulations  implementing 
the  Clinical  Laboratory  Improvement 
Amendments  of  1988  (CLIA) 

agency:  Health  Care  Financing 
Administration  (HCFA),  and  Public 
Health  Service  (PHS),  HHS. 

ACTION:  Final  rule  with  comment  period. 

SUMMARY:  This  final  rule  revises 
regulations  applicable  to  laboratories 
and  implements  provisions  of  the 
Clinical  Laboratory  Improvement 
Amendments  of  1988  (CLIA),  Public  Law 
100-578.  The  regulation  applies  to 
laboratories  that  examine  human 
specimens  for  the  diagnosis,  prevention, 
or  treatment  of  any  disease  or 
impairment  of,  or  the  assessment  of  the 
health  of,  human  beings.  They  specify 
the  performance  requirements,  based  on 
19  test  complexity  and  risk  factors 
related  to  erroneous  test  results,  that 
apply  to  laboratories  that  are  subject  to 
CUA.  They  also  list  requirements  for 
laboratories  performing  certain  limited 
testing  to  be  eligible  for  a  certificate  of 
waiver.  These  laboratories  will  not  be 
inspected  routinely,  nor  will  they  be 
required  to  meet  certain  other  CLIA 
requirements. 

DATES:  Effective  date:  These  rules  are 
effective  on  September  1, 1992  except  as 
follows:  §  493.3  is  effective  March  30, 
1992.  For  laboratories  not  subject  to  42 
CFR  part  493  published  in  the  Federal 
Register  on  March  14, 1990  at  55  FR  9538, 
prior  to  September  1, 1992,  Subpart  H 
applies  January  1, 1994.  In  addition, 

§  493.1203  is  effective  September  1, 1994. 

Comment  date:  Written  comments 
will  be  considered  if  we  receive  them  at 
the  appropriate  address,  as  provided 
below,  no  later  than  5  p.m.  on  April  28. 
1992. 

ADDRESSES:  Mail  written  comments  to 
the  following  address:  Health  Care 
Financing  Administration,  Department 
of  Health  and  Human  Services, 
Attention:  HSQ-176-FC,  P.O.  Box  26676. 
Baltimore,  Maryland  21207, 

If  you  prefer,  you  may  deliver  your 
written  comments  to  one  of  the 
following  addresses: 


Room  309-G,  Hubert  H.  Humphrey  Building, 

200  Independence  Avenue,  SW., 

Washington,  DC  20201,  or 
Room  132,  East  High  Rise  Building,  6325 

Security  Boulevard,  Baltimore,  Maryland 

21207. 

Due  to  staffing  and  resource 
limitations,  we  cannot  accept  audio, 
video,  or  facsimile  (FAX)  copies  of 
documents.  In  commenting,  please  refer 
to  file  code  HSQ-176-FC.  Written 
comments  received  timely  will  be 
available  for  public  inspection  as  they 
are  received,  beginning  approximately 
three  weeks  after  publication  of  this 
document,  in  room  309-G  of  the 
Department's  offices  at  200 
Independence  Avenue,  SW., 

Washington,  DC,  on  Monday  through 
Friday  of  each  week  from  8:30  a.m.  to  5 
p.m.  (phone:  202-245-7890). 

Organizations  and  individuals 
desiring  to  submit  comments  on  the 
reporting  requirements  discussed  under 
the  section  on  "Collection  of  Information 
Requirements"  of  this  preamble  should 
direct  them  to  the  Health  Care  Financing 
Administration  at  one  of  the  addresses 
cited  above,  and  to  the  Office  of 
Information  and  Regulatory  Affairs, 
Attention:  Allison  Herron  Eydt,  Office  of 
Management  and  Budget,  New 
Executive  Office  Building  (room  3002), 
Washington,  DC  20503. 

Copies:  To  order  copies  of  the  Federal 
Register  containing  this  document,  send 
your  request  to:  Government  Printing 
Office,  Attn:  New  Order,  P.O.  Box 
371954,  Pittsburgh,  PA  15250-7954. 

Specify  the  date  of  the  issue  requested 
and  stock  number  (069-001-00042-4). 
Enclose  a  check  or  money  order  payable 
to  the  Superintendent  of  Documents,  or 
enclose  your  Visa  or  MasterCard 
number  and  expiration  date.  Credit  card 
orders  can  also  be  placed  by  calling  the 
order  desk  at  (202)  783-3238  or  by  faxing 
to  (202)  512-2250.  The  cost  for  each  copy 
is  $3.50.  In  addition,  you  may  view  and 
photocopy  the  Federal  Register 
document  at  most  libraries  designated 
as  U.S.  Government  Depository  Libraries 
and  at  many  other  public  and  academic 
libraries  throughout  the  country  that 
receive  the  Federal  Register.  The  order 
desk  operator  will  be  able  to  tell  you  the 
location  of  the  U.S.  Government 
Depository  Library  nearest  to  you. 

FOR  FURTHER  INFORMATION  CONTACT. 

Wayne  Smith.  Ph.D.,  (410)  966-6801. 

SUPPLEMENTARY  INFORMATION: 

Background 

Historical  Review 

On  August  5, 1988  (53  FR  29590),  HHS 
published  a  proposed  rule  on 
requirements  for  clinical  laboratories. 


The  proposal  was  the  result  of  a 
Departmental  effort  to  update, 
consolidate,  and  recodify  into  42  CFR 
part  493  all  requirements  applicable  to 
clinical  laboratories  engaged  in  testing 
in  interstate  commerce,  some  of  which 
were  licensed  under  the  Clinical 
Laboratories  Improvement  Act  of  1967 
(CLIA  ’67),  and  laboratories 
participating  in  the  Medicare  and 
Medicaid  programs.  The  rule  was 
intended  to  update  laboratory 
requirements,  delete  obsolete 
regulations,  impose  new  quality 
assurance  standards  applicable  to  all 
such  laboratories,  and  make  numerous 
other  technical  revisions. 

Shortly  after  our  publication  on 
August  5, 1988,  of  the  proposed  rule,  the 
Clinical  Laboratory  Improvement 
Amendments  of  1988  (CLIA),  Public  Law 
100-578,  was  enacted  on  October  31, 
1988.  CLIA  greatly  revised  portions  of 
the  Public  Health  Service  Act,  the 
underlying  statute  for  a  portion  of  the 
August  5, 1988  proposed  regulation. 
Attendant  publicity  from  the  public, 
laboratories,  and  their  personnel 
generated  numerous  timely  comments 
that  provided  an  impetus  and  basis  for 
many  changes  that  we  were  able  to 
incorporate  in  a  final  rule  published 
March  14, 1990  (55  FR  9536). 

Additionally,  the  March  14, 1990,  rule 
included  several  self-implemehting 
provisions  of  CLIA  (for  example, 
proficiency  testing  and  cytology).  On  the 
other  hand,  we  chose  not  to  make 
proposed  personnel  requirements  final 
so  that  we  could  propose  and  establish 
personnel  standards  that  are  in 
accordance  with  testing  performed,  as 
mandated  by  CLIA.  The  March  14, 1990 
final  rule,  then,  has  been  the  basis  for 
regulating  the  quality  of  laboratory 
services  while  we  are  going  through  the 
rulemaking  procedure  to  implement  fully 
the  provisions  of  CLIA. 

On  May  21, 1990  (55  FR  20896),  we 
published  as  a  proposed  rule  an 
expanded  42  CFR  part  493  which  would 
incorporate  many  CLIA  requirements. 
For  sake  of  completeness  and  due  to 
some  reorganization  of  text,  we 
repeated  in  our  proposal  virtually  the 
entire  part,  which  had  the  consequence 
of  allowing  public  comment  on  many  of 
the  CLIA  changes  that  had  been 
incorporated  in  the  March  14, 1990  final 
rule  by  reason  of  either  their  self¬ 
executing  nature  or  public  comment 
suggesting  they  be  added  to  the  rule  as 
proposed  on  August  5, 1988.  This  final 
rule  addresses  issues  raised  in 
connection  with  our  proposed  rule  of 
May  21. 1990  (55  FR  20896).  Readers 
interested  in  additional  background  may 
wish  to  review  the  preamble  to  that  rule 
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as  well  as  the  preamble  to  the  other 
cited  proposals  or  rules. 

Regulation  Requirements  to  Implement 
CLIA 

CUA  established  a  new  section  353  of 
the  Public  Health  Service  (PHS)  Act  to 
replace  the  existing  section  353.  New 
section  353  requires  the  Department  of 
HFiS  to  establish  certification 
requirements  for  any  laboratory  that 
performs  tests  on  human  specimens,  and 
certify  through  issuance  of  a  certiHcate 
that  those  laboratories  meet  the 
certificate  requirements  established  by 
HHS.  Also,  the  legislation  contains 
certiHcate  requirements  and  specifies 
circumstances  that  permit  waiver  of  the 
certificate.  The  law  also  includes 
requirements  for  approval  of 
accreditation  bodies  and  State  licensure 
bodies,  inspections,  sanctions,  judicial 
review,  fees,  and  disclosure  of 
information  to  the  public. 

Section  6141  of  the  Omnibus  Budget 
Reconciliation  Act  of  1989  (OBRA  ’89), 
Public  Law  101-239,  requires  that 
laboratories  participating  in  the 
Medicare  program  comply  with  CUA 
requirements.  Subject  to  specified 
exceptions,  laboratories  must  have  a 
current  unrevoked  and  unsuspended 
certificate  to  be  eligible  for 
reimbursement  in  the  Medicare  or 
Medicaid  programs  or  both. 

This  rule  implements  the  following 
sections  of  CLIA: 

Section  353{a]  Definitions. 

Section  353(b)  Certificate 
Requirements. 

Section  353(d)  Requirements  for 
Certificates. 

Section  353(c)  Issuance  and  Renewal 
of  Certificates. 

Section  353(f)  Standards. 

Section  353(g)  Inspections. 

We  are  implementing  the  following 
sections  through  separate  rulemakings 
w'hich  we  may  refer  to  in  subsequent 
discussion  in  this  preamble. 

Section  353(e)  Accreditation. 

Section  353(h)  Intermediate 
sanctions. 

Section  353 (i)  Suspension, 
Revocation  and  Limitation. 

Section  353(j)  Injunctions. 

Section  353(k)  Judicial  Review. 

Section  353(1)  Sanctions. 

Section  353(m)  Fees. 

Section  353(p)  State  laws. 

Related  Rulemaking  Activities 

On  August  3, 1990  (55  FR  31758),  we 
published  a  proposed  rule  that  set  forth 
the  requirements  that  all  laboratories 
must  meet  to  apply  for  and  be  issued  a 
registration  certificate,  certificate  of 
waiver,  certificate,  certificate  of 
accreditation,  or  be  licensed  by  an 


approved  State  licensure  program  as 
being  exempt  from  CUA  requirements. 

It  also  set  forth  the  methodology  for 
determining  the  amount  of  fees  for  the 
certificates  and  the  fee  schedules  for 
determining  a  laboratory’s  compliance 
with  CLIA  standards.  The  Bnal  rule  is 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

On  August  20, 1990  (55  FR  33936),  we 
published  a  proposed  rule  that  set  forth 
the  criteria  we  would  use  to  approve 
and  withdraw  approval  of  State  or 
private  accreditation  programs.  The 
Hnal  rule  is  under  development.  Upon 
the  effective  date  of  this  rule, 
accreditation  programs  and  State 
licensing  organizations  can  apply  for 
recognition  of  their  programs  under 
CUA. 

On  April  2. 1991  (56  FR  13430),  we 
published  a  proposed  rule  that  set  forth 
the  rules  and  sanctions  that  we  would 
consider  imposing  on  laboratories  that 
do  not  meet  Federal  requirements 
instead  of,  or  before  suspending, 
limiting,  or  revoking  the  laboratory’s 
certiBcate  and  canceling  the 
laboratory’s  approval  to  receive 
Medicare  payment  for  its  services.  The 
final  rule  concerning  sanctions  appears 
elsewhere  in  this  issue  of  the  Federal 
Register. 

Actions  Taken  to  Develop  Final  Rules 
Analysis  of  Comments 

The  May  21, 1990  proposed  rule 
generated  a  response  from 
approximately  60,000  public 
commenters.  Each  commenter’s  letter 
was  screened  and  comments  were 
associated  with  like  or  related 
comments.  Many  comments  were 
identical,  indicating  that  form  letters 
had  been  developed.  After  association 
of  like  comments,  they  were  placed  in 
categories  based  on  subject  matter  or 
portion  of  the  regulation  affected,  and 
reviewed.  All  general  comments 
similarly  were  reviewed  and  considered. 
This  process  led  to  development  of 
possible  changes  which  needed  to  be 
reviewed  in  terms  of  their  effect  on 
policy,  consistency,  or  clarity  of  the 
rules. 

Use  of  Consultants  from  Outside  IlHS 

The  Public  Health  Service  (PHS)  held 
several  work  sessions  in  Atlanta  with 
technical  experts.  These  individual 
consultants  were  not  part  of  any 
advisory  committee,  and  no  group 
consensus  was  sought  at  any  of  the 
sessions.  The  PHS  obtained  the 
technical  expertise  of  each  consultant  in 
order  to  assist  in  its  internal 
deliberations  to  develop  a  practical  and 
effective  regulation.  This  process  of 


using  consultants  after  the  close  of  a 
comment  period  to  assist  the  agency  in 
assessing  an  NPRM  is  within  the 
agency’s  authority  and  discretion  and 
has  been  upheld  in  United  Steelworkers 
V.  Marshall.  647  F.2d  1189  (D.C  Cir. 

1980).  Copies  of  the  summaries  of  the 
work  sessions  held  in  June,  July  and 
September,  1991  have  been  associated 
with  the  rulemaking  record  and  are 
available  for  review  by  the  public. 

Copies  may  be  reviewed  on  Monday 
through  Friday  of  each  week  from  8:30 
a.m.  to  5  p.m.  at  the  Health  Care 
Financing  Administration,  Regulations 
Staff,  room  132  East  High  Rise  Building, 
6325  Security  Boulevard,  Baltimore, 

21207  (phone:  (410)  960-4659),  They  also 
may  be  reviewed  during  the  same  times 
in  room  309-G  of  our  Department’s 
offices  at  200  Independence  Ave.,  SW„ 
Washington.  DC  (phone:  202-245-7890). 

Principles  for  Developing  Final  Rules 

The  huge  outpouring  of  public  interest 
with  thousands  of  technical  comments 
required  that  we  approach  them  with 
clear  goals.  The  principles  evolved  as 
we  analyzed  the  many  comments  and 
found  that  there  were  several  major 
concerns,  summarized  below. 

•  Most  commenters,  in  summarizing 
their  views,  predicted  that,  if  the  NPRk4 
were  made  Bnal,  access  to  convenient, 
low  cost,  accurate  laboratory  testing 
would  be  severely  curtailed,  especially 
in  rural  areas,  and  costs  throu^out  the 
system  would  increase  dramatically. 

•  The  complexity  model  (which  CLIA 
requires  be  used  in  regulating 
laboratories  by  test,  as  opposed  to  our 
regulating  laboratories  by  location 
under  current  rules)  in  the  proposed 
rule,  based  almost  entirely  on  a  system 
of  classifying  analytes,  did  not 
adequately  represent  ’’real  world” 
testing  patterns  and  did  not  adequately 
account  for  the  multitude  of 
methodologies  and  instruments  in 
current  use,  thereby  rendering,  in  the 
opinion  of  the  commenters,  the 
classiBcation  scheme  in  the  proposed 
rule  essentially  unworkable  as  a 
regulatory  model. 

•  The  use  of  personnel  qualiHcations 
as  the  sole  differentiating  characteristic 
between  Level  I  and  Level  II  testing 
resulted  in  a  far  greater  number  of 
laboratories  (for  example,  physician’s 
ofRces,  rural  health  clinics)  being 
required  to  meet  the  more  stringent 
Level  II  requirements,  since  far  more 
laboratories  would  have  become  Level  II 
laboratories  under  the  analyte 
classiBcation  system  than  we 
anticipated  in  the  NPRM. 

•  Most  commenters,  while  strongly 
supportive  of  proficiency  testing  (PT)  as 
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a  valuable  educational  tool  in  the 
overall  laboratory  quality  assurance 
scheme,  felt  strongly  that  the  use  of  PT 
in  a  punitive  way  defeats  the  value  of 
PT  and  encourages  cheating. 

Consequently,  numerous  changes 
have  been  incorporated  in  these  Hnal 
rules  based  on  the  following  principles: 

•  The  Hnal  rules  should  not  unduly 
impede  current  laboratory  practice  in  all 
testing  that  is  subject  to  the 
requirements  of  CUA. 

•  The  complexity  model  should 
include  analytes,  methodologies  and 
current  and  emerging  technologies, 
including  a  recognition  that  never  before 
regulated  laboratories  will  require  some 
length  of  time  to  achieve  compliance 
with  these  requirements. 

•  The  final  rules  should  provide 
greater  flexibility  to  accommodate 
testing  environments,  such  as  physician 
ofHce  laboratories,  nursing  homes, 
health  fairs,  etc. 

•  The  final  rules  should  maintain  at 
their  core  a  reliance  on  strong  patient 
test  management,  quality  control, 
quality  assurance  and  proficiency 
testing  (PT)  requirements  as  the  basis  of 
good  laboratory  practice,  all  under  the 
responsibility  of  a  director  and  trained, 
qualified  staff. 

Highlights  of  Major  Revisions 

We  earlier  noted  the  principles  used 
in  developing  the  final  rules  and  the 
major  areas  of  concern  that  prompted 
their  development.  In  view  of  the  large 
number  of  commenters  and  their  interest 
in  several  specific  areas  of  regulation, 
the  following  is  a  description  of  major 
changes  made  from  the  proposed  rule  in 
response  to  comments.  Elsewhere  in  this 
preamble  we  discuss  the  rationale  and 
considerations  leading  to  the  adoption 
of  a  particular  change. 

•  We  have  modified  the  criteria  for 
the  categorization  of  analytes  and  have 
included  test  systems/assays/ 
examinations  in  the  categorization 
scheme. 

There  are  still  3  categories  of  test 
systems/assays/examinations: 

— Certificate  of  Waiver — ^The  criteria 
for  the  revised  list  of  waived  tests 
include  (1)  simple  and  accurate 
methodologies,  as  to  render  the 
likelihood  of  erroneous  results 
negligible,  (2)  pose  no  reasonable  risk 
of  harm  if  performed  incorrectly,  or  (3) 
are  cleared  by  FDA  for  home  use. 

Only  8  tests  have  been  determined  to 
meet  these  criteria.  They  are; 
—dipstick/ tablet  urinalysis  (includes  10 
analytes) 

— ovulation  test  kits 
— urine  pregnancy  test 
— erythrocyte  sedimentation  rate  (non- 
automated) 


— hemoglobin  (copper  sulfate) 

— fecal  occult  blood 
— ^blood  glucose  by  glucose  monitoring 
devices  cleared  by  FDA  speciHcally 
for  home  use. 

— spun  microhematocrit 
Laboratories  which  conduct  only  tests 
on  the  waived  list  are  eligible  for  a 
certificate  of  waiver  and  will  not  be 
inspected  routinely,  nor  will  they  be 
required  to  meet  certain  other  CUA 
requirements.  They  are  expected, 
however,  to  adhere  to  good  laboratory 
practices. 

— Tests  of  Moderate  Complexity  and 
Tests  of  High  Complexity — Test 
systems,  assays,  and  examinations 
have  been  classiHed  as  moderate  or 
high  complexity  using  the  following 
differentiating  criteria:  (1)  Knowledge 
needed  to  perform  the  test,  (2)  training 
and  experience  required,  (3) 
complexity  of  reagent  and  materials 
preparation,  (4)  characteristics  of 
operational  steps,  (5)  availability  of 
calibration,  quality  control  and  PT 
materials,  (6)  troubleshooting  and 
maintenance  required,  and  (7)  degree 
of  interpretation  and  judgement.  Using 
these  criteria,  virtually  hundreds  of 
test  systems,  assays,  and 
examinations  have  been  classiHed  as 
moderately  complex,  while  fewer, 
highly  specialized  tests  (for  example, 
cytogenetics,  histopathology, 
histocompatibility,  cytology,  and  some 
highly  specialized  tests  in  other 
specialities)  have  been  classiHed  as 
high  complexity. 

The  expansion  of  tests  in  the 
moderate  category  coupled  with  a 
categorization  of  test  systems,  assays, 
and  examinations,  enables  each 
laboratory  to  determine  easily  what 
level  of  regulation  it  must  follow.  The 
intent  in  this  Hnal  rule  is  that  testing 
environments  not  eligible  for  a 
certificate  of  waiver,  and  which  do  not 
conduct  highly  specialized  testing,  will 
be  certiHed  to  perform  moderate 
complexity  testing. 

•  We  continue  to  view  personnel 
standards  as  a  significant  differentiating 
element  in  the  regulation  of  moderate 
and  high  complexity  testing.  However, 
in  response  to  the  major  concerns  raised 
about  personnel  requirements,  we  have 
significantly  revised  the  personnel 
requirements.  For  moderate  complexity 
testing,  the  director  remains  responsible 
and  accountable  for  the  safety  and 
accuracy  of  the  testing  conducted.  We 
have  ensured  that  most  directors 
currently  conducting  laboratory  testing 
(including  physicians)  will  either  qualify 
under  the  final  rule  immediately  or  will 
be  able  to  qualify  within  a  year.  If  the 
director  does  not  have  a  needed  skill,  he 


or  she  must  use  the  services  of  a 
technical  and/or  clinical  consultant.  In 
addition,  individuals  who,  as  of 
September  1, 1992,  are  serving  as 
laboratory  directors  and  must  have 
qualified  or  could  have  qualified  under 
42  CFR  part  493,  published  March  14, 
1990,  would  remain  qualified  under  this 
rule.  Individuals  with  a  high  school 
degree  and  training  and  experience  can 
serve  as  testing  personnel.  These 
changes  should  not  cause  current 
laboratory  personnel  to  lose  their  jobs. 
The  director’s  responsibilities  are 
numerous  and  specific  since  the  director 
is  ultimately  responsible  for  the 
laboratory  operation.  We  have 
emphasized  personnel  performance  as 
well  as  credentials  of  personnel 
employed  in  laboratories  performing 
moderate  complexity  testing.  Since  we 
placed  only  the  most  difficult  test 
systems,  assays,  and  examinations  in 
the  high  complexity  category,  we 
strengthened  somewhat  the  high 
complexity  testing  personnel 
requirements  by  requiring  individuals 
conducting  such  testing  to  have,  at  a 
minimum,  an  associate  degree  in 
science.  Until  September  1, 1997,  we  will 
allow  a  high  school  graduate  to  perform 
high  complexity  testing  under  the  on-site 
supervision  of  a  general  supervisor.  The 
director  requirements  remain  at  the 
M.D.,  D.O.  or  doctoral  levels,  or 
previously  qualified  under  the  March  14, 
1990  regulation.  For  certain 
qualifications  where  employees  have  to 
upgrade  their  education  in  order  to  meet 
the  regulatory  requirements,  we  have 
provided  a  phase-in  period  to  allow  time 
for  completion  of  the  necessary 
coursework.  Most  importantly,  we  stress 
that  the  personnel  requirements  refer  to 
roles  rather  than  to  individuals,  so  that  a 
qualified  person  can  assume  more  than 
one  role.  For  example,  a  director  can 
serve  as  a  technical  supervisor  as  well, 
if  he  or  she  is  qualified  to  do  so. 

•  Generally,  we  have  retained  the  5 
challenges  per  testing  event  in  the  PT 
requirements,  but  we  have  reduced  the 
number  of  events  from  4  to  3  per  year. 
We  estimate  that  this  change  will  still 
result  in  identifying  poorly  performing 
laboratories,  and  will  be  more  workable 
for  PT  programs  and  laboratories  alike. 
We  have  provided  laboratories  that  will 
be  subject  to  Federal  rules  for  the  first 
time  sufficient  time  to  adjust  and 
comply  with  these  regulations  by 
permitting  laboratories  until  January  1, 
1994  to  enroll  in  an  approved  PT 
program.  However,  laboratories 
currently  subject  to  March  1990  rules 
must  continue  to  participate  in  PT. 
Likewise,  we  would  not  impose 
sanctions  for  failure  to  participate 
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successfully  in  PT  in  the  first  year, 
though  laboratories  would  be  required 
to  correct  whatever  problems  lead  to 
failure.  (Of  course,  immediate  action 
would  be  taken  if  the  failure  suggests 
that  patient  health  and  safety  is 
jeopardized.) 

•  We  have  attempted  to  make  the 
sections  dealing  with  patient  test 
management,  quality  control,  and 
quality  assurance  as  flexible  and 
adaptable  to  a  wide  variety  of  testing 
environments  as  possible  while  ensuring 
the  quality  of  preanalytical,  analytical, 
and  postanalytical  phases  of  testing.  If 
the  physician  conducts  the  test  for  his  or 
her  own  patient,  the  patient  record  will 
suffice  as  the  “requisition,”  as  well  as 
the  “report.” 

•  We  have  included  a  new  quality 
control  provision  that,  when  fully 
implemented  September  1, 1994,  will 
enable  a  laboratory  to  meet  quality 
control  requirements  by  following 
manufacturer’s  instructions,  if  the 
manufacturer’s  instructions  are 
determined  by  the  FDA  under  its 
medical  devices  approval  process  to  be 
in  compliance  with  the  CLIA 
requirements.  This  provision  also 
involves  a  phase-in  of  the  full  range  of 
ways  a  laboratory  can  meet  the  quality 
control  requirements  and  not  only 
provides  greater  flexibility  to 
laboratories  in  how  they  meet  quality 
control  requirements,  but  it  provides 
manufacturers  with  an  incentive  to 
ensure  that  their  instructions  provide  for 
strong  quality  control  measures. 

•  We  have  retained  the  role  of  the 
Technical  Advisory  Committee,  now 
identified  as  the  Clinical  Laboratory 
Improvement  Advisory  Committee 
(CLIAC)  in  the  final  rule.  This  committee 
will  assist  HHS  in  resolving  technical 
and  scientific  issues  as  well  as 
reevaluating  criteria  used  for 
categorizing  test  systems,  assays,  and 
examinations. 

•  We  have  made  significant  changes 
to  the  cytology  requirements  as  well. 
Requirements  are  now  technically  and 
scientifically  feasible,  while  retaining 
the  essential  elements  to  assure  quality. 
In  cytology  PT,  we  have  reduced  the 
number  of  testing  events  from  two  to 
one  per  year,  altered  the  grading  system, 
and  eliminated  the  500  slide  rescreening 
requirement.  We  have  changed  the 
workload  limit  to  100  slides  per  24  hours 
and  deleted  the  separate  limit  for 
unevaluated  slides.  We  have  allowed 
flexibility  in  the  reporting  nomenclature 
and  have  altered  the  slide  retention 
rules.  We  also  have  clarified  the 
personnel  requirements  to  ensure  that 
individuals  currently  screening  slides 
will  be  able  to  demonstrate  that  they 
meet  the  qualification  requirements. 


•  In  subpart  K,  Quality  Control, 
reference  is  made  to  appendix  C  of  the 
State  Operations  Manual  (HCFA 
Publication  7).  Appendix  C  offers 
guidance  to  State  agency  inspectors  and 
occasionally  describes  protocols  which 
achieve  equivalent  outcomes  to  those 
stated  in  the  regulations.  These 
equivalent  protocols  are  designed  to 
serve  as  substitutes  or  alternatives  in 
situations  where  the  quality  control 
(QC)  procedures  used  fall  outside  of  the 
routine  testing  methodologies  to  which 
the  regulation  is  directed.  These 
protocols  are  not  only  less  burdensome 
and  in  many  instances,  less  costly  to  the 
laboratory,  but  they  also  accommodate 
new  advances  in  technology  that  may 
not  require  the  time  and  manual 
interaction  of  the  procedures  still  in  use 
by  many  laboratories  for  the  same 
testing.  These  equivalent  QC  protocols 
provide  the  same  outcome  as  the 
requirements  in  the  regulations;  that  is, 
minimum  requirements  for  laboratories 
that  are  intended  to  assure  accurate  and 
reliable  test  results. 

Numerous  other  changes  have  been 
made  throughout  the  final  rule  to 
articulate  the  principles  we  used  in  the 
development  of  the  final  rule.  The  net 
effect  of  these  changes  is  to  ensure  that 
safe  and  accurate  testing  occurs 
throughout  the  laboratory  testing 
systems  while  still  enabling  health  care 
providers  to  offer  convenient,  low  cost 
laboratory  services  in  an  ever  broader 
range  of  environments. 

Organization  of  Final  Rule 

This  regulation  contains  revisions  to 
several  parts  of  title  42  of  the  Code  of 
Federal  Regulations  (CFR).  Because  part 
493  contains  all  the  rules  applicable  to 
laboratories,  and  in  consolidating 
laboratory  provisions  in  part  493,  we 
make  numerous  technical  and 
conforming  changes  to  parts  405, 410, 

416,  417,  418,  440,  482,  483,  484,  485,  488, 
491,  and  494,  we  discuss  in  this 
preamble  changes  to  part  493  first,  and 
then  discuss  in  numerical  order  the 
other  parts  of  the  CFR  affected.  For  the 
convenience  of  the  reader,  we  are 
repeating  in  this  preamble  the  listing  of 
subparts  and  sections  included  in  part 
493  of  these  final  rules.  This  portion  of 
the  preamble  is  organized  to  parallel  the 
construction  of  the  regulation.  Following 
this  listing,  each  subpart’s  discussion 
begins  with  a  summary  of  the  provisions 
of  the  proposed  rule,  has  a  summary  of 
comments  and  our  responses  to  those 
comments,  and  a  summary  of  changes  to 
the  regulations.  In  some  instances, 
changes  to  one  subpart  require 
corresponding  changes  to  another 
subpart  discussed  earlier.  Readers  are 
cautioned  not  to  rely  on  any  one 


summary  as  exhaustively  identifying  all 
changes  made  to  that  subpart. 

Note:  The  subpart  and  section  headings  in 
this  discussion  portion  may  reflect  headings 
that  vary  from  the  headings  actually  shown 
in  the  final  rule. 

The  final  rule  for  part  493  consists  of 
the  following: 

Subpart  A — General  Provisions 
Sec. 

493.1  Basis  and  scope. 

493.2  Definitions. 

493.3  Applicability. 

493.10  Categories  of  tests  by  complexity. 
493.15  Laboratories  performing  waived 
tests. 

493.17  Test  categorization. 

493.20  Laboratories  performing  tests  of 
moderate  complexity. 

493.23  Laboratories  performing  tests  of  high 
complexity. 

Subpart  B — Certificate  of  Waiver 
493.35  Application  for  a  certificate  of 
waiver. 

493.37  Requirements  for  a  certificate  of 
waiver. 

493.39  Notification  requirements  for 
laboratories  issued  a  certificate  of 
waiver. 

Subpart  C — Registration  Certificate  and 
Certificate 

493.43  Application  for  registration 
certificate  and  certificate. 

493.45  Requirements  for  a  registration 
certificate. 

493.49  Requirements  for  a  certificate. 

493.51  Notification  requirements  for 
laboratories  issued  a  certificate. 

Subpart  D— Certificate  of  Accreditation 
493.55  Application  for  registration 
certificate  and  certificate  of 
accreditation. 

493.57  Requirements  for  a  registration 
certificate. 

493.61  Requirements  for  a  certificate  of 
accreditation. 

493.63  Notification  requirements  for 
laboratories  issued  a  certificate  of 
accreditation. 

Subpart  E— [Reserved] 

Subpart  F — General  Administration 

493.638  Registration  certificate  and 
certificate  fees. 

493.639  Fee  for  revised  certificate. 

493.643  Fee  for  determination  of  program 

compliance. 

493.645  Fee(s)  applicable  to  accredited 
laboratories/State  licensure  programs. 

493.646  Payment  of  fees. 

493.649.  Methodology  for  determining 
fee  amount. 

Subpart  G— [Reserved] 

Subpart  H— Participation  in  Proficiency 
Testing  for  Laboratories  Performing  Tests  of 
Moderate  or  High  Complexity,  or  Both 
493.801  Condition:  Enrollment  and  testing  of 
samples. 
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4P3.803  Condition:  Successful  participation. 
493.807  Condition:  Reinstatement  of 

laboratories  performing  tests  of  moderate 
or  high  complexity,  or  both,  after  failure 
to  participate  successfully. 

Proricidncy  Testing  by  Specialty  and 
Subspecialty  for  Laboratories  Performing 
Tests  of  Moderate  or  High  Complexity,  or 
Both 

493.821  Condition:  Microbiology. 

493.823  Standard;  Bacteriology. 

493.825  Standard;  Mycobacteriology. 

493.827  Standard;  Mycology. 

493.829  Standard;  Parasitology. 

493.831  Standard;  Virology. 

493.833  Condition:  Diagnostic  immunology. 
493.835  Standard;  Syphilis  serology. 

493.837  Standard;  General  immunology. 
493.839  Condition:  Chemistry. 

493.841  Standard;  Routine  chemistry. 

493.643  Standard:  Endocrinology. 

493.845  Standard;  Toxicology. 

493.649  Condition:  Hematology. 

493.851  Standard;  Hematology. 

493.653  Condition:  Pathology. 

493.855  Standard;  Cytology:  gynecologic 
examinations. 

493.857  Condition:  Immunohematology. 
493.659  Standard;  ABO  group  and  D  (Rho) 
typing. 

493.861  Standard;  Unexpected  antibody 
detection. 

493.663  Standard:  Compatibility  testing. 
493.865  Standard;  Antibody  identitication. 

Subpart  I— Proficiency  Testing  Programs  for 
Tests  of  Moderate  or  High  Complexity,  or 
Both 

493.901  Approval  of  proficiency  testing 
programs. 

493.903  Administrative  responsibilities. 
493.905  Nonapproved  proficiency  testing 
programs. 

Proficiency  Testing  Programs  by  Specialty 
and  Subspecialty 
493.909  Microbiology. 

493.911  Bacteriology. 

493.913  Mycobacteriology. 

493.915  Mycology. 

493.917  Parasitolog}'. 

493.919  Virology. 

493.921  Diagnostic  immunology. 

493.923  Syphilis  serology. 

493.927  General  immunology. 

493.929  Chemistry. 

493.931  Routine  chemistry. 

493.933  Endocrinology. 

493.937  Toxicology. 

493.941  Hematology  [including  routine 
hematology  and  coagulation). 

493.945  Cytology;  gynecologic  examinations. 
493.959  Immunohematology. 

Subpart  /—Patient  Test  Management  for 
Moderate  or  High  Complexity  Testing,  or 
Both 

493.1101  Condition:  Patient  test 
management;  moderate  or  high 
complexity  testing,  or  both. 

493.1103  Standard;  Procedures  for  specimen 
submission  and  handling. 

493.1105  Standard;  Test  requisition. 

493.1107  Standard;  Test  records. 

493.1109  Standard;  Test  report 
493.1111  Standar**  Referral  of  specimens. 


Subpart  K— Quality  Control  for  Tests  of 
Moderate  or  High  Complexity,  or  Both 

493.1201  Condition:  General  quality  control 
for  tests  of  moderate  or  high  complexity, 
or  both. 

493.1202  Standard;  Moderate  or  high 
complexity  testing,  or  both:  Effective 
from  September  1, 1992  to  September  1, 
1994. 

493.1203  Standard;  Moderate  or  high 
complexity  testing,  or  both:  Effective 
beginning  September  1, 1994. 

493.1204  Standard;  Facilities. 

493.1205  Standard;  Test  methods, 
equipment  instrumentation,  reagents, 
materials,  and  supplies. 

493.1211  Standard;  Procedure  manual. 
493.1213  Standard;  Establishment  and 
verification  of  method  performance 
specifications. 

493.1215  Standard;  Equipment  maintenance 
and  function  checks. 

493.1217  Standard;  Calibration  and 
calibration  verification  procedures. 

493.1218  Standard;  Control  procedures. 

493.1219  Standard;  Remedial  actions. 
493.1221  Standard;  Quality  control  records. 
493.1223  Condition:  Quality  control — 

specialties  and  subspecialties  for  tests  of 
moderate  or  high  complexity,  or  both. 
493.1225  Condition:  Microbiology. 

493.1227  Condition:  Bacteriology. 

493.1229  Condition:  Mycobacteriology. 
493.1231  Condition:  Mycology. 

493.1233  Condition:  Parasitology. 

493.1235  Condition:  Virology. 

493.1237  Condition:  Diagnostic  immunology. 
493.1239  Condition:  Syphilis  serology. 
493.1241  Condition:  General  immunology. 
493.1243  Condition:  Chemistry. 

493.1245  Condition:  Routine  chemistry. 
493.1247  Condition:  Endocrinology. 

493.1249  Condition:  Toxicology. 

493.1253  Condition:  Hematology. 

493.1255  Condition:  Pathology. 

493.1257  Condition:  Cytology. 

493.1259  Condition:  Histophatology. 
493.1261  Condition:  Oral  pathology. 
493.1263  Condition:  Radiobioassay. 

493.1265  Condition:  Histocompatibility. 
493.1267  Condition:  Clinical  cytogenetics. 
493.1269  Condition:  Immunohematology. 
493.1271  Condition:  Transfusion  services 
and  bloodbanking. 

493.1273  Standard;  Immunohematological 
collection,  processing,  dating  periods, 
labeling,  and  distribution  of  blood  and 
blood  products. 

493.1275  Standard;  Blood  and  blood 
products  storage  facilities. 

493.1277  Standard;  Arrangement  for 
services. 

493.1279  Standard;  Provision  of  testing. 
493.1263  Standard;  Retention  of  samples  of 
transfused  blood. 

493.1285  Standard;  Investigation  of 
-  transfusion  reactions. 

Subpart  L — {Reserved] 

Subpart  M — Personnel  for  Moderate  and 
High  Complexity  Testing 

493.1401  General. 


Laboratories  Performing  Moderate 

Complexity  Testing 

493.1403  Condition:  Laboratories  performing 
moderate  complexity  testing;  laboratory 
director. 

493.1405  Standard;  Laboratory  director 
qualifications. 

493.1407  Standard;  Laboratory  director 
responsibilities. 

493.1409  Condition:  Laboratories  performing 
moderate  complexity  testing,  technical 
consultant. 

493.1411  Standard;  Technical  consultant 
qualifications. 

493.1413  Standard;  Technical  consultant 
responsibilities. 

493.1415  Condition:  Laboratories  performing 
moderate  complexity  testing;  clinical 
consultant. 

493.1417  Standard;  Clinical  consultant 
qualifications. 

493.1419  Standard;  Clinical  consultant 
responsibilities. 

493.1421  Condition:  Laboratories  performing 
moderate  complexity  testing  testing 
personnel. 

493.1423  Standard;  Testing  personnel 
qualifications. 

493.1425  Standard;  Testing  personnel 
responsibilities. 

Laboratories  Performing  High  Complexity 

Testing 

493.1441  Condition:  Laboratories  performing 
high  complexity  testing,  laboratory 
director. 

493.1443  Standard;  Laboratory  director 
qualifications. 

493.1445  Standard;  Laboratory  director 
responsibilities. 

493.1447  Condition:  Laboratories  performing 
high  complexity  testing:  technical 
supervisor. 

493.1449  Standard;  Technical  supervisor 
qualifications. 

493.1451  Standard;  Technical  supervisor 
responsibilities. 

493.1453  Condition:  Laboratories  performing 
high  complexity  testing;  clinical 
consultant. 

493.1455  Standard;  Clinical  consultant 
qualifications. 

493.1457  Standard;  Clinical  consultant 
responsibilities. 

493.1459  Condition:  Laboratories  performing 
high  complexity  testing  general 
supervisor. 

493.1461  Standard:  General  supervisor 
qualifications. 

493.1463  Standard;  General  supervisor 
responsibilities. 

493.1467  Condition:  Laboratories  performing 
high  complexity  testing  Cytology  general 
supervisor. 

493.1469  Standard;  Cytology  general 
supervisor. 

493.1471  Standard;  Cytology  general 
supervisor  responsibilities. 

493.1461  Condition:  Laboratories  performing 
high  complexity  testing  cytotechnologist. 

493.1483  St  ndard;  Cytotechnologist 
qualifications. 

493.1485  Standard;  Cytotechnologist 
responsibilities.  ^ 
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493.1487  Condition:  Laboratories  performing 
High  Complexity  testing;  testing 
personnel. 

493.1489  Standard;  Testing  personnel 
qualifications. 

493.1495  Standard;  Testing  personnel 
responsibilities. 

Subparts  N  and  O — [Reserved] 

Subpart  P— Quality  Assurance  for  Moderate 
or  High  Complexity  Testing,  or  Both 
493.1701  Condition:  Quality  assurance  for 
moderate  or  high  complexity  testing,  or 
both. 

493.1703  Standard;  Patient  test  management 
assessment. 

493.1705  Standard;  Quality  control 
assessment. 

493.1707  Standard;  Proficiency  testing 
assessment. 

493.1709  Standard;  Comparison  of  test 
results. 

493.1711  Standard;  Relationship  of  patient 
information  to  patient  test  results. 
493.1713  Standard;  Personnel  assessment. 
493.1715  Standard;  Communications. 
493.1717  Standard;  Complaint 
investigations. 

493.1719  Standard;  Quality  assurance 
review  with  staff. 

493.1721  Standard;  Quality  assurance 
records. 

Sabpart  Q — Inspection 
493.1775  Condition:  Inspection  of 
laboratories  issued  a  certificate  of 
waiver. 

493.1777  Condition:  Inspection  of  all 

laboratories  not  issued  a  certificate  of 
waiver  or  a  certificate  of  accreditation. 
493.1780  Condition:  Inspection  of  accredited 
and  State-exempt  laboratories. 

Subpart  R — [Reserved] 

Subpart  S— [Reserved] 

Subpart  T — Consultations 
493.2001  Establishment  and  function  of  the 
Clinical  Laboratory  Improvement 
Advisory  Committee. 

Response  to  Public  Comments 

Because  of  the  large  volume  of  public 
commenis  that  we  usually  receive  on 
rules,  we  cannot  acknowledge  or 
respond  to  them  individually.  However, 
we  will  address  all  public  comments 
that  we  receive  by  the  date  specified  in 
the  “DATES”  section  of  this  preamble 
and  respond  to  them  in  the  preamble  to 
any  subsequent  final  rule  issued. 

Collection  of  Information  Requirements 

The  following  sections  of  this  rule 
contain  information  collection 
requirements  that  are  subject  to  the 
Office  of  Management  and  Budget 
(OMB)  review  under  the  Paperwork 
Reduction  Act  of  1980: 

Sections  493.35,  493.37,  493.39,  493.43, 
493.45,  493.49,  493.51,  493.55,  493.57,  493.61, 
493.63,  493.801,  493.823,  493.825,  493.627, 
493.829,  493.831,  493.833,  493.835,  493.837, 
493.841,  493.843,  493.845,  493.851,  493.855, 


493.859,  493.861,  493.863,  493.865,  493.901, 
493.903,  493.911,  493.913,  493.915,  493.917, 
493.919,  493.923,  493.927, 493.931,  493.933, 
493.937,  493.941,  493.945,  493.959,  493.1101, 
493.1103,  493.1105,  493.1107,  493.1109, 

493.1111,  493.1201,  493.1205, 493.1211, 

493.1213,  493.1215,  493.1217,  493.1218, 

493.1219,  493.1221, 493.1223,  493.1227, 

493.1229,  493.1231,  493.1233,  493.1235, 

493.1239,  493.1241,  493.1245,  493.1247, 

493.1249, 493.1253,  493.1255,  493.1257, 

493.1259,  493.1261,  493.1263,  493.1265, 

493.1267,  493.1269,  493.1271,  493.1273, 

493.1275,  493.1283,  493.1425,  493.1701, 

493.1703,  493.1705,  493.1707, 493.1715, 

493.1717,  493.1719,  493.1721,  493.1775, 

493.1777, 493.1780,  and  493.2001. 

Public  reporting  burden  for  this 
collection  of  information  is  estimated  to 
average  134  hours  per  response 
including  time  for  reviewing 
instructions,  searching  existing  data 
sources,  gathering  and  maintaining  the 
data  needed,  and  completing  and 
reviewing  the  collection  of  information. 
This  estimate  may  vary  signiHcantly  in 
each  laboratory,  depending  upon:  (1) 

The  variety  of  tests  and  test  systems 
used  in  the  laboratory;  (2)  the  volume  of 
tests  conducted;  (3)  the  number  and 
variety  of  proHciency  testing  programs 
in  which  the  laboratory  enrolls;  and  (4) 
how  extensively  the  laboratory  used 
manual  vs.  computerized  management 
systems.  This  estimate  is  targeted  to  a 
“typical”  comprehensive  reference 
laboratory.  The  estimate  could  be  much 
less  for  a  very  small  laboratory,  such  as 
a  physician  office  laboratory,  and  higher 
for  a  huge  interstate  laboratory  that 
conducts  millions  of  tests  per  year. 

These  reporting  and  recordkeeping 
requirements  are  not  effective  until 
cleared  by  the  Office  of  Management 
and  Budget.  Send  comments  regarding 
this  burden  estimate  or  any  other  aspect 
of  this  collection  of  information, 
including  suggestions  for  reducing  the 
burden,  to  Office  of  Financial 
Management,  HCFA,  P.O.  Box  26684, 
Baltimore,  Maryland  21207,  and  to  the 
Office  of  Information  and  Regulatory 
Affairs,  Office  of  Management  and 
Budget,  Washington,  DC  20503.  A  notice 
will  be  published  in  the  Federal  Register 
when  approval  is  obtained. 

Subpart  A — General  Provisions 
Summary  of  the  Proposed  Rule 
Section  493. 1  Basis  and  Scope 

In  §  493.1,  Basis  and  scope,  we 
proposed  that  all  laboratories  as  defined 
under  “laboratory”  in  §  493.2, 
Definitions,  would  be  subject  to  the 
requirements  specified  in  part  493. 
However,  this  rule  would  not  apply  to 
any  laboratory  or  component  or  function 
of  a  laboratory  that  maintains  a  valid 
certiHcation  by  the  National  Institute  on 


Drug  Abuse  for  the  performance  of 
forensic  urine  drug  testing.  The 
laboratories  subject  to  CLIA 
certification  provisions  on  January  1, 

1990,  include,  but  are  not  limited  to  the 
following  entities  that  perform  test 
procedures  or  examinations: 

•  Accredited  hospital-based  facilities; 

•  Nonaccredited  hospital-based 
facilities; 

•  Federal  hospitals,  such  as  military, 
and  Public  Health  Service  hospitals; 

•  Independent  laboratories; 

•  Critical  care  units; 

•  Physician  office  laboratories; 

•  Skilled  nursing  facilities; 

•  End  stage  renal  disease  facilities; 

•  Intermediate  care  facilities, 
including  intermediate  care  facilities  for 
the  mentally  retarded; 

•  Laboratories  associated  with  tissue 
banks  and  tissue  repositories; 

•  Ambulatory  surgical  centers; 

•  Rural  health  clinics; 

•  Laboratory  Accreditation  Program 
of  the  College  of  American  Pathologists 
(CAP)  Accredited,  New  York  State 
Approved,  and  low  volume  exempt 
laboratories; 

•  Industrial  laboratories  that  monitor 
employee  health  and  test  for  drugs  of 
abuse; 

•  Insurance  company  laboratories; 

•  City,  State  and  county  laboratories; 

•  Federal  clinics;  and 

•  All  other  facilities  that  perform 
laboratory  tests  such  as:  Planned 
Parenthood  clinics,  mobile  laboratories, 
drug  screening  laboratories,  and  health 
maintenance  organizations  and  any 
other  facility  including  pharmacies  and 
health  fairs  that  perform  quantitative, 
qualitative  or  screening  test  procedures 
or  examinations. 

Laboratories  that  perform  research 
testing  on  human  specimens,  but  do  not 
report  patient  specific  results  for  the 
diagnosis,  prevention  or  treatment  of 
any  disease  or  impairment  of,  or  the 
assessment  of  the  health  of  individual 
patient  would  be  exempt  from  the  CLIA 
regulations. 

Section  493.3  Applicability 

In  proposed  §  493.3,  Applicability,  we 
restated  the  CLIA  requirement  that  any 
laboratory,  as  defined  in  §  493.2,  may 
not  perform  tests  on  materials  derived 
from  the  human  body  unless  the 
laboratory  has  a  certificate  issued  by 
the  Department  of  Health  and  Human 
Services  (HHS)  applicable  to  the 
category  of  procedures  performed  by  the 
laboratory.  This  is  specified  in  the  law 
under  certificate  requirements.  Section 
6141  of  OBRA  ’89  amended  the  Social 
Security  Act  to  require  that  Medicare 
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laboratories  meet  the  CLIA  certification 
requirements. 

^veral  commenters  inquired  as  to 
whether  in  vivo  and  externally  attached 
patient  dedicated  monitoring  devices 
(for  example,  pulse  oximetry,  Sv02 
pulmonary  artery  catheters,  extra 
corporeal  blood  gas  testing  and 
capnographs)  are  subject  to  the 
provisions  of  CLIA.  While  it  is  possible 
that  eventually  this  testing  will  be 
determined  to  be  subject  to  CUA  by 
definition,  the  issue  of  whether  this 
testing  involves  "materials  derived  from 
the  human  body,”  as  CUA  uses  the 
term,  has  not  been  resolved.  Therefore, 
until  the  definitional  and  technical 
issues  have  been  resolved,  in  vivo  and 
externally  attached  patient  dedicated 
monitoring  is  not  subject  to  CUA. 

Should  it  be  determined  at  a  later  date 
that  it  is  subject  to  CUA.  proper  notice 
and  opportunity  for  public  comment  will 
be  provided  before  this  testing  is  subject 
to  CUA. 

While  we  have  always  required 
laboratories  to  identify  and  perform 
only  tests  for  which  the  laboratory  is 
approved  and  propose  to  continue  to  do 
so  in  this  regulation,  we  were  interested 
in  receiving  comments  on  whether  we 
should  consider  some  mechanism  to 
permit  physicians  to  conduct  testing  not 
included  on  the  laboratory’s  certificate 
when  the  test  is  essential  to  emergency 
patient  care  or  emergency  treatment. 

Since  the  tests  would  not  be  included 
on  the  laboratory’s  certificate,  the 
laboratory  would  not  be  evaluated  for 
compliance  with  the  CUA  requirements 
for  these  tests.  We  asked  commenters  to 
respond  to  the  following  questions: 

What  criteria  should  be  developed  to 
allow  emergency  testing,  when 
appropriate,  while  providing  assurance 
that  these  emergency  tests  are 
conducted  in  a  manner  to  ensure  quality 
results? 

Should  we  require  prior  notification 
for  approval  of  those  laboratories  that 
may  need  to  perform  emergency  tests 
not  included  on  their  certificates? 
Should  we  specify  the  tests  that  could 
be  performed  in  emergency  situations 
although  not  included  on  the 
laboratory’s  certificate?  How  would  we 
prevent  physicians  from  using  the 
emergency  test  authorization  to  bypass 
the  regulatory  requirements?  What  are 
the  circumstances  that  would  require  a 
physician  to  perform  an  emergency  test 
for  which  the  laboratory  is  not  certified 
or  for  which  access  to  a  certified 
laboratory  is  not  possible  or  feasible? 

Section  493. 10  Categories  of  Tests  by 
Complexity 

We  proposed  to  establish  three  levels 
of  tests  by  complexity:  Certificate  of 


waiver  tests  as  defined  in  §  493.15;  level 

I  tests  as  defined  in  §  493.20;  and  level  II 
tests  as  defined  in  §  493.25.  We 
proposed  that  only  one  certificate  would 
be  issued  to  a  laboratory.  Laboratories 
performing  only  certificate  of  waiver 
tests  would  be  issued  a  certificate  of 
waiver;  laboratories  performing  one  or 
more  tests  not  on  the  list  of  waived 
tests,  would  be  issued  a  certificate.  The 
certificate  would  reflect  the  complexity 
of  tests  the  laboratory  performed — 
waiver,  level  I  or  level  II  or  any 
combination  of  complexity  of  testing. 

For  example,  if  a  laboratory  performed 
certificate  of  waiver,  and  level  I  and 
level  II  tests,  the  certificate  would 
specify  certificate  of  waiver,  level  I, 
including  appropriate  specialties/ 
subspecialties,  and  level  II,  including 
appropriate  specialties/subspecialties. 
Regardless  of  the  combination  of  tests 
performed  by  a  laboratory,  level  n 
standards  would  be  applied  only  to  level 

II  testing,  level  I  standards  would  be 
applied  only  to  level  I  testing  and  no 
standards,  as  specified  under  section 
353(f)  of  the  PHS  Act,  would  be  applied 
to  certificate  of  waiver  testing. 

HHS  designated  the  PHS,  specifically 
the  Centers  for  Disease  Control  (CDC) 
and  the  Food  and  Drug  Administration 
(FDA)  as  the  components  within  PHS 
responsible  for  providing  scientific 
expertise  in  the  evaluation  of  tests  and 
methodologies  as  they  relate  to  the 
provisions  of  certificate  of  waiver  and 
testing  complexity.  Beyond  certificate  of 
waiver  tests,  which  were  not  subject  to 
regulation,  we  proposed  two  levels  of 
test  complexity  (level  I  and  level  II)  that 
would  be  subject  to  a  standards 
enforcement  program.  The  tests 
proposed  for  the  certificate  of  waiver 
and  level  I  lists  were  selected  after  an 
extensive  review  of  existing  State 
licensure  requirements  and  comments 
from  voluntary  professional 
organizations.  'Test  categorization  was 
based  upon  specific  criteria  outlined  in 
our  discussion  of  proposed  §§  493.15 
and  493.20,  respectively.  Twenty-eight 
tests  were  proposed  as  tests  qualifying 
for  certificate  of  waiver.  These  were 
simple  tests  which  we  proposed  as 
procedures  that  pose  no  reasonable  risk 
of  harm  to  the  patient  even  if  the  test 
were  performed  incorrectly.  Eleven  tests 
were  proposed  for  level  I  testing 
complexity.  We  proposed  that  &ese 
tests  were  relatively  simple  to  perform 
but  that  there  may  be  a  reasonable  risk 
of  harm  to  the  patient  if  they  were 
performed  incorrectly. 

We  recognized  that  a  number  of  tests 
which  can  be  performed  using 
diagnostic  medical  devices  deemed 
Class  I  or  Class  11  under  the  Food  and 
Drug  Administration’s  (FDA)  regulatory 


process  would  not  be  classed  as  waived  | 

or  Level  I  tests  under  the  proposed  rules.  I 

This  could  be  the  case  even  for  some  ^ 

relatively  simple  and  reliable  Class  I  in  j 

vitro  diagnostic  medical  devices.  (Class  | 

I  is  the  FDA  category  for  devices  which,  I 

because  they  present  little  or  no  hazard 
to  the  patient  are  subject  to  only 
general  regulatory  controls  such  as 
labelling  requirements,  reporting  of 
adverse  experience,  and  good 
manufacturing  practices.) 

We  believed  it  appropriate  that  many 
devices  regulated  under  Class  I  or  II 
standards  be  subject  to  the  proposed 
level  I  or  n  laboratory  requirements.  The 
FDA  mandate  and  regulatory  efforts 
have  a  different  and  narrower  focus 
than  does  the  legislation  underlying 
these  proposed  rules.  The  FDA  process 
is  intended  to  assess  a  device  when 
qsed  according  to  the  manufacturer’s 
instructions,  that  is,  the  assessment  is 
based  on  information  provided  by  the 
manufacturer.  And,  as  the  criteria 
reflected,  we  felt  that  the  technology 
was  only  one  important  factor  in  the 
overall  quality  of  the  testing  process. 

Many  contextual  factors,  such  as  the 
adequacy  of  the  sample  size,  whether 
the  device  has  been  misused  or 
maintained  correctly,  the  skills  of  the 
person  operating  the  machine  or  using 
the  device,  and  the  clinical  context, 
would  also  affect  the  accuracy  and 
reliability  of  tests.  Thus,  we  did  not  feel 
a  one-on-one  comparison  between  the 
FDA  Class  I  category  and  the  waiver 
category  of  the  rule  could  be  made. 

In  order  to  accommodate  emerging 
technology,  advances  in 
instnunentation,  new  test 
methodologies,  and  changing  clinical 
needs,  we  proposed  the  creation  of  a 
technical  advisory  committee.  This 
group  would  be  comprised  of  individuals 
representing  the  providers  and  users  of 
laboratory  services  and  would  have  the 
responsibility  for  making 
recommendations  to  HHS.  We  proposed 
that  this  committee  have  the  following 
functions: 

•  An  ongoing  review  of  test 
complexity  criteria; 

•  The  periodic  review  of  requests  for 
test  classification  or  reclassification; 
and 

•  The  periodic  review  of  quality 
control/quality  assurance  standards  for 
level  1  and  level  II  test  performance. 

Tests  that  involved  a  new 
methodology  or  new  instrumentation 
would  be  considered  level  II  tests  until 
the  Technical  Advisory  Committee  had 
evaluated  the  new  tests  and  HHS  had 
made  a  decision  on  the  appropriate  level 
of  test  complexity  for  publication  in  the 
Federal  Renter. 
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Jn  the  proposed  rule,  we  asked 
commenters  to  provide  their 
recommendations  on  this  review 
process. 

:>ection  493.15  Laboratories 
Performing  Waived  Tests 

We  proposed  to  establish  the 
requirements  that  a  laboratory  must 
meet  to  qualify  for  a  certificate  of 
waiver.  We  also  included  in  this  section 
a  list  of  proposed  tests  that  could  be 
performed  by  these  laboratories. 

As  specibed  in  section  353(d)(3)  of 
CUA,  we  considered  the  following 
criteria  in  the  selection  of  tests 
qualifying  for  certiHcate  of  waiver. 

•  No  reasonable  risk  of  harm  to  the 
patient  if  the  test  is  performed 
incorrectly,  such  as  tests  which  are  used 
to  detect  non-pathologic  conditions, 
tests  which  are  not  used  as  the  only 
indication  of  imderlying  disease,  or  tests 
used  in  situations  whidb  do  not  usually 
require  immediate  clinical  intervention 
and  are  generally  followed-up  with  more 
specific  testing  or  medical  evaluation: 

•  The  likelihood  of  erroneous  results 
is  negligible: 

•  Simplicity  of  testing  method.  Tests 
do  not  usually  involve  complicated 
instrumentation,  calibration,  extensive 
quality  control,  reagent  preparation, 
multiple  steps,  or  environmental  control. 
In  addition,  they  are  characterized  by 
stable  test  systems  which  have  minimal 
or  no  calculations,  require  a  minimal 
degree  of  independent  judgment,  a 
minimal  degree  of  interpretation, 
minimal  or  no  patient  preparation, 
minimal  or  no  sample  preparation,  and 
minimal  training  and  experience:  and 

•  Availability  of  home  use 
methodology. 

We  proposed  that  laboratories 
performing  certificate  of  waiver  tests 
would  not  be  subject  to  the 
requirements  in  the  regulations  for 
proficiency  testing  (FT),  patient  test 
management,  quality  control,  personnel, 
quality  assurance,  routine  inspections  or 
computer  systems.  Thus  a  laboratory 
issued  a  certificate  of  waiver  would  not 
need  to  meet  requirements  of  the 
subparts  dealing  with  Participation  in 
Proficiency  Testing,  Patient  Test 
Management,  Quality  Control, 
Laboratory  Information  Systems, 
Personnel,  and  Quality  Assurance. 
However,  we  proposed  that  these 
laboratories  would  be  subject  to  random 
inspections  to  verify  that  only  certificate 
of  waiver  tests  were  performed,  to 
investigate  complaints,  and  to  collect 
information  for  the  addition,  deletion,  or 
continued  inclusion  of  tests  on  the 
waiver  list. 

We  proposed  that  the  concept  of 
waiving  certain  tests  fit>m  regulations 


should  not  be  misconstrued  to  mean  that 
these  tests  were  “foolproof,"  or  that  the 
person  performing  the  test  need  not 
adhere  to  the  basic  tenets  of  quality 
control  and  quality  assurance.  It  would 
only  mean  that  these  tests,  because  they 
had  met  the  criteria  outlined  above, 
would  be  exempt  fiom  Federal 
regulation. 

In  the  proposed  rule,  we  specifically 
asked  commenters  to  make  suggestions 
as  to  which  test  should  be  added  to  or 
deleted  horn  the  proposed  certificate  of 
waiver  tests  and  the  reasons  for  the 
recommendation. 

We  proposed  that  the  laboratory 
would  only  perform  and  report  tests  or 
examinations  that  were  specified  as  a 
waived  test  in  proposed  §  493.15. 

We  proposed  that  laboratories  issued 
a  certificate  of  waiver  would  be 
required  to  report  to  HHS  within  six 
months  any  deletions  and/or  changes  in 
the  test  methodologies  for  which  a 
certificate  of  waiver  was  issued.  Prior  to 
performing  a  non-waived  test  or 
examination,  we  proposed  that  the 
laboratory  would  be  required  to  notify 
HHS  to  upgrade  its  certificate  of  waiver 
to  a  certificate  for  the  performance  of 
level  1  or  level  U  tests. 

Section  493.20  Laboratories 
Performing  Level  /  Tests  (Now 
Laboratories  Performing  Tests  of 
Moderate  Complexity) 

We  are  renaming  this  section  as 
Laboratories  performing  tests  of 
moderate  complexity  because  this 
terminology  better  describes  the  tests 
that  meet  the  criteria  specified  in 
§  493.17(a)  of  the  regulations. 

We  proposed  that,  to  be  certified  for 
performance  of  level  I  tests,  laboratories 
must  limit  test  performance  to  those 
tests  listed  under  certificate  of  waiver  in 
9  493.15  and  one  or  more  of  the  eleven 
tests  proposed  as  tests  to  be  categorized 
as  level  I  tests.  The  following  criteria, 
listed  in  priority  order,  were  used  to 
categorize  these  tests: 

•  There  may  be  a  reasonable  risk  of 
harm  to  the  patient  if  the  test  is 
performed  incorrectly: 

•  The  risk  of  erroneous  results  is 
present,  but  is  minimized  because 
testing  methodologies  are  not  complex 
and  are  characterized  by:  few  steps, 
previously  prepared  or  minimal  reagent 
preparation,  equipment  which  requires 
few  operational  steps  (minimal 
interaction  between  operator  and 
equipment)  and  is  easy  to  maintain  and 
troubleshoot,  minimal  calibration 
requirements — testing  systems  are  often 
self-calibrated,  quality  control  materials 
which  are  readily  available,  and  limited 
analyst  interpretation; 


•  Test  performance  involves  the 
exercise  of  some  independent  judgment 
and  a  basic  knowledge  of  the  method, 
instrumentation,  and  interpretation  of 
data,  but  decision-making  is  less 
complex  because  options  for  action 
steps  are  few  and  are  well 
characterized;  and 

•  Interpretation  of  test  results 
requires  Imowledge  of  a  limited  number 
of  factors  which  can  influence  test 
results. 

In  the  proposed  rule,  we  specifically 
asked  commenters  to  make  suggestions 
as  to  which  tests  should  be  added  or 
deleted  to  the  proposed  list  of  level  1 
tests  and  the  reasons  for  the 
recommendations. 

We  proposed  to  require  that 
laboratories  performing  level  I  tests, 
regardless  of  their  setting,  meet  the 
applicable  requirements  of  the  following 
subparts  of  the  proposed  regulations: 
Administration,  Participation  in 
Proficiency  Testing,  Patient  Test 
Management,  Quality  ControL 
Laboratory  Information  Systems, 
Personnel  (for  level  I  tests),  Quality 
Assurance,  and  Inspection. 

We  proposed  personnel  standards  for 
laboratories  performing  level  1  tests 
which  would  permit  the  director  (who 
would  be  qualified  imder  current 
requirements  as  an  M.D.,  D.O.,  or  Ph.D. 
or  qualified  under  State  law  or 
“grandfather"  provision)  to  select  and 
train  his  or  her  analysts.  Analysts  would 
not  be  required  to  have  baccalaureate 
degrees,  but  rather  could  be  high  school 
graduates  or  the  equivalent.  We 
understood  that  these  proposed 
requirements  might  exceed  those  in 
existing  physician  office  laboratories 
and  hospital-based  settings.  In  the 
proposed  rule,  we  requested  that 
commenters  provide  data  describing 
additional  benefits  and  costs  that  might 
result  from  the  proposed  personnel 
standards  and  asked  for  alternative 
suggestions. 

Section  493.25  Loboratories 
Performing  Level  II  Tests  (Now 
Laboratories  Performing  Tests  of  High 
Complexity) 

We  are  renaming  this  section 
Laboratories  performing  tests  of  high 
complexity  because  this  terminology 
better  describes  the  tests  that  meet  the 
criteria  specified  in  §  493.17(a)  of  the 
regulations. 

We  proposed  to  define  laboratories 
performing  level  0  tests  as  those 
facilities  performing  one  or  more  tests 
not  included  on  the  certificate  of  waiver 
or  level  I  test  list.  The  following  criteria 
were  used  to  categorize  level  11  tests: 
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•  There  is  a  reasonable  risk  of  harm 
to  the  patient  if  the  test  is  performed 
incorrectly,  and  for  some  tests  this  risk 
is  substantial; 

•  The  risk  of  erroneous  results  is 
substantial  because  testing 
methodologies  are  often  complex, 
usually  involving  multiple  steps  and  are 
characterized  by:  complicated  reagent 
preparation  or  the  requirement  for 
special  reagents;  equipment  which 
requires  multiple  operational  steps 
(maximum  operator-equipment 
interaction],  complicated/extensive 
maintenance,  and  troubleshooting; 
calibration  requirements  which  may  be 
extensive  and  require  operator 
intervention;  quality  control  which  may 
require  special  materials  and  analyst 
interpretation: 

•  Test  performance  involves  the 
exercise  of  independent  judgment  and 
decisions  may  require  a  comprehensive 
understanding  of  the  method, 
instrumentation,  physiology, 
interpretation  of  data  and  clinical 
significance  of  the  result; 

•  Interpretation  of  test  results 
requires  luiowledge  of  the  myriad 
factors  which  can  influence  test  results, 
including:  preanalytic,  analytic,  and 
post-analytic  variables;  and 

•  Training  is  required  prior  to 
performing  level  II  testing.  In  addition  to 
more  extensive  procedure  specihc 
training  (reflecting  the  greater 
complexity  of  level  II  testing),  training  is 
included  in  all  aspects  of  the  total 
testing  process. 

Regardless  of  their  setting,  we 
proposed  to  require  that  laboratories 
performing  level  II  tests  comply  with  the 
applicable  requirements  of  Federal, 

State  and  local  laws,  proficiency  testing, 
patient  test  management,  quality 
control,  personnel,  quality  assurance, 
inspections  and  computer  systems. 
However,  we  solicited  public  comments 
on  whether  there  are  specific  additional 
in  vitro  diagnostic  medical  devices 
which  should  be  subject  to  the  lesser 
requirements  of  the  certificate  of  waiver 
or  level  I  category,  rather  than  level  II. 

Section  493.30  Categorization  of 
Certificate  of  Waiver,  Level  I  and  Level 
II  Tests  (now  Subpart  T — Consulations) 

We  proposed  to  establish  a  Technical 
Advisory  Committee  (TAC).  In  this  final 
rule,  we  are  removing  S  493.30  and 
replacing  it  with  a  new  Subpart  T, 
Consultation,  which  contains  the 
provisions  concerning  the  TAC. 
renamed  Clinical  Laboratory 
Improvement  Advisory  Committee 
(CLIAC). 

We  proposed  to  establish  a  TAC  that 
would  assist  HHS  to  revise  test 
complexity  criteria  and  the  periodic 


review  of  requests  for  test  classiHcation 
or  reclassification  as  a  waived  or  level  I 
test.  Also,  we  proposed  to  use  the  TAC 
to  evaluate  the  appropriateness  of 
applicable  requirements  for  proficiency 
testing,  patient  test  management,  quality 
control,  personnel,  quality  assurance, 
and  computer  services  for  level  I  and 
level  II  tests.  This  committee  was  to  be 
comprised  of  technical  professionals 
representing  both  the  providers  and 
users  of  laboratory  services  and  would 
meet  on  at  least  an  annual  basis.  We 
proposed  that,  following  the  publication 
of  a  final  rule,  individuals  or 
organizations  could  submit  to  HHS  in 
writing,  requests  for  test  classifcation 
or  reclassification.  We  proposed  that 
these  requests  must  include  the 
following  information; 

•  Name  of  analyte  or  test; 

•  Precise  methodology  to  be 
employed; 

•  Degree  of  independent  judgement 
involved  by  the  individual  performing 
the  test; 

•  Amount  of  interpretation  involved 
by  the  individual  performing  the  test; 

•  Difficulty  of  the  calculations 
involved: 

•  Calibration  and  quality  control 
requirements  of  test  methodology, 
including  instrumentation  or  equipment 
used; 

•  Availability  of  quality  control 
material; 

•  Number  of  reagents  and  difficulty  of 
preparation  of  reagents; 

•  Stability  of  test  systems; 

•  Patient  preparation  involved: 

•  Sample  preparation  involved: 

•  Amount  of  interaction  between 
operator  and  instrumentation  or 
equipment  is  operator  dependent; 

•  Factors  that  can  influence  test 
results; 

•  Specific  training  required  to  perform 
the  test  or  examination,  including  the 
operation  of  the  instrumentation  or 
equipment  used  in  the  test  methodology; 

•  The  specificity,  sensitivity,  accuracy 
and  precision  of  the  test  or  the 
examination  and/or  methodology; 

•  Risks  to  the  patient  if  clinical 
intervention  is  initiated  based  on  the 
results  of  an  incorrectly  performed  or 
interpreted  test; 

•  Data  to  support  the  validity, 
accuracy,  and  reliability  of  the  test 
when  used  as  intended; 

•  Intended  use  of  the  results;  and 

•  Other  factors  that  HHS  may  define. 

We  proposed  to  develop  more 

complete  protocols  when  the  regulations 
were  implemented. 

We  solicited  comments  on  whether 
additional  information  would  be  needed 
for  review  by  the  committee. 


Comments  and  Responses 
Section  493.1  Basis  and  Scope 

Approximately  4000  comments  were 
received  on  this  section  of  the  proposed 
rule,  over  50  percent  were  opposed  to 
the  requirements.  The  majority  of  the 
commenters  represented  physicians, 
particularly  those  in  family  practice,  and 
approximately  25  percent  of  the 
comments  were  from  the  general  public. 

Comment:  Over  400  commenters 
offered  recommendations  or  alternative 
suggestions  to  the  scope  of  the  proposed 
rule  and  its  application.  Included  in 
these  alternatives  were  suggestions  that 
we — 

•  Rely  on  proficiency  testing  (PT) 
results  to  identify  problems. 

•  Permit  physician  supervision  or 
performance  of  laboratory  tests. 

•  Permit  a  physician  to  serve  as  the 
director/ technical  supervisor  of  his/her 
laboratory  that  performs  level  II  testing. 

•  Apply  regulations  only  to  those 
laboratories  that  do  not  provide 
accurate  testing. 

•  Allow  for  technological  advances  in 
categorization  of  tests  so  that  when 
“state  of  the  art  computerized  systems" 
are  developed  for  level  II  tests,  the  tests 
will  be  recategorized  as  level  I 
procedures. 

•  Rely  on  existing  quality  control 
mechanisms  employed  by  facilities  in 
lieu  of  regulating  laboratories  under 
CUA. 

•  Regulate  manufacturers  of 
laboratory  systems  rather  than  the 
providers  of  laboratory  services. 

•  Permit  "affiliated  certification”  in 
which  a  medical  center  could  assume 
responsibility  for  testing  performed  by 
affiliated  physician  office  laboratories 
(POLs). 

•  Test  the  regulations  in  a  cross- 
section  of  laboratories  on  a  trial  basis 
prior  to  implementation. 

•  Delay  enforcement  of  these  rules 
until  data  supporting  the  need  for  such 
regulation  is  obtained. 

Response:  Some  of  these  suggestions 
have  been  incorporated  into  the 
regulations  and  are  addressed  in  the 
applicable  sections.  Regulation  of 
products  by  the  Food  and  Drug 
Administration  (FDA)  does  not 
eliminate  the  need  for  Federal  oversight 
of  the  provision  of  laboratory  services. 
CLIA  specifically  requires  the  regulation 
of  the  provision  of  laboratory  services. 
On  the  other  hand,  CLIA  and  those 
implementing  regulations  are  not 
intended  to  affect  FDA's  existing 
jurisdiction  under  the  Federal  Food, 
Drug  and  Cosmetic  act  to  regulate  as 
devices,  products  used  by  providers  of 
laboratory  services.  With  respect  to 


Federal  Register  /  Vol.  57,  No.  40  /  Friday,  February  28,  1992  /  Rules  and  Regulations  7011 


permitting  “affiliated  certification”,  we 
have  modified  the  regulation  to  permit 
multiple  sites  within  a  hospital  to 
receive  one  certificate  if  they  are 
located  at  the  same  street  address  and 
under  common  direction.  In  addition, 
not  for  profit  or  Federal,  State  or  local 
government  laboratories  that  engage  in 
limited  public  health  testing  may 
operate  under  one  certiOcate.  In 
response  to  the  last  two  suggestions,  we 
are  unable  to  delay  enforcement  of  the 
regulation  or  test  die  regulations  on  a 
trial  basis  since  CUA  stipulates  specific 
time  frames  and  effective  dates  for 
implementation. 

Comment:  We  received  many 
comments  suggesting  that  the  following 
types  of  facilities  be  exempt  or  subject 
to  less  stringent  regulation: 

•  Operating  room  “stat”  laboratories; 

•  Health  screening  facilities; 

•  W'omen,  Infant  and  Children  (WIC) 
clinics  and  Planned  Parenthood 
facilities; 

•  Colleges; 

•  Private  practices  where  physicians 
perform  all  tests,  POLs  with  low 
volumes  (less  than  500  tests  per  year); 

•  Public  schools; 

•  Armed  Forces  facilities  and  ships  at 
sea; 

•  Indian  Health  Service  facilities  and 
Alaska  Community  Health  Aides/ 
Practitioners 

•  Law  enforcement  agencies/ 
breathalizer  test; 

•  Tests  performed  in  the  home  by 
home  health  agencies  and  hospices; 

•  Nursing  facilities  utilizing  blood 
glucose  monitors  for  testing  glucose 
levels  in  diabetic  residents; 

•  Blood  centers  and  hospital  blood 
banks  that  are  regulated  by  FDA; 

•  End-stage  renal  disease  (ESRD) 
facilities  that  perform  simple  laboratory 
tests  necessary  for  safe  dialysis 
treatment; 

•  Rural  areas;  and 

•  Research  laboratories  (Commenters 
suggested  that  if  research  laboratories 
are  not  exempt,  a  category  should  be 
identified  that  includes  “orphan” 
laboratory  tests.  This  category  should 
contain  tests  deemed  appropriate  by  the 
Clinical  I.aboratory  Improvement 
Advisory  Committee  for  performance 
only  by  research  laboratories.  They 
recommended  that  special  regulations 
developed  to  apply  to  these 
laboratories). 

Other  commenters  believed  that  the 
proposed  regulations  should  apply  to  the 
following  entities: 

•  Home  health  agencies;  and 

•  Satellite  locations  within  an 
institution,  such  as  a  hospital  or  other 
health  care  facility  that  operate 
independertly  of  the  centralized 


laboratory,  (for  example,  emergency  and 
operating  rooms,  nursing  stations). 

Response:  Many  of  the  entities  asking 
for  exemptions  from  the  law  have  been 
previously  unregulated.  CUA  clearly 
defines  the  type  of  facility  subject  to 
regulation  and  is  specific  with  respect  to 
its  applicability  to  facilities  that  conduct 
testing  for  the  medical  diagnosis, 
prevention,  or  treatment  of  individuals. 
Law  enforcement  agencies  that  are  not 
determining  a  health  status  but  rather  a 
legal  status  are  exempt  by  definition, 
and  §  493.3  has  been  revised  to  reflect 
this  exemption. 

We  are  covering  Federal  laboratories 
not  exempt  by  deRnition  as  a  matter  of 
public  policy  that  is  consistent  with  the 
scope  of  the  public  law.  We  have 
included  a  provision  which  allows  us  to 
work  with  the  Department  of  Defense 
and  other  Federal  agencies  regarding 
oversight  of  their  laboratories  due  to  the 
special  problems  and  requirements  that 
these  laboratories  have.  We  believe  that 
recipients  of  laboratory  services  in  the 
Federal  sector  deserve  the  same  reliable 
and  accurate  testing  that  other  members 
of  the  public  would  receive  by  virtue  of 
these  regulations.  We  recognize, 
however,  that  laboratory  operations  in 
the  Federal  government  are  not  always 
completely  analogous  to  testing 
elsewhere  and  that  some 
accommodations  may  need  to  be  made 
to  acknowledge  these  differences.  For 
example,  the  kind  of  training  given  to 
military  personnel  to  be  laboratory 
technicians  may  not  coincide  perfectly 
with  what  is  required  in  these 
regulations.  Yet  comparable  training  and 
qualifications  offered  by  the  military 
may  very  well  result  in  equivalent 
testing  accuracy  and  reliability. 
Accordingly,  we  have  included  in  the 
regulations  a  provision  that  would 
enable  the  Secretary  to  make 
accommodations  for  Federal 
laboratories  when  he  considers  it 
appropriate  to  do  so.  Note  that  on 
October  28, 1991,  Public  Law  102-139 
(the  Department  of  Veterans  Affairs 
Appropriation  Act  of  1991)  was  signed 
into  law.  Therefore,  laboratories  under 
the  jurisdiction  of  the  Department  of 
Veterans  Affairs  (VA)  will  be  subject 
only  to  regulations  the  VA  publishes 
and  the  enforcement  authority  of  the 
VA.  The  VA  regulations  are  to  be 
comparable  to  those  issued  by  HHS. 

As  we  indicated  in  the  preamble  of 
the  proposed  rule,  the  list  of  entities 
performing  laboratory  services  which 
would  be  subject  to  CLIA  was  not 
intended  to  be  inclusive.  While  we  have 
modified  the  regulations  to  respond  to 
concerns  raised  about  access  of  care  if 
an  entity  is  performing  laboratory 
testing  for  diagnosis  and  treatment  of 


patients,  they  must  meet  CUA 
requirements.  We  have  made 
modifications  to  the  application  sections 
to  allow  certain  entities  doing  limited 
public  health  testing  to  apply  for  one 
certiRcate  for  all  testing  sites.  See 
§§  493.35(b),  493.43(b)  and  493.55(b).  The 
facility  is  responsible  for  determining 
whether  to  apply  for  one  or  more 
certiRcates  to  cover  multiple  testing 
sites  as  required  in  §S  493.35(a), 
493.43(a),  and  493.55(3). 

Comment:  A  few  commenters 
indicated  that  standards  for 
decentralized  testing,  that  is,  satellite 
locations,  should  be  as  rigorous  as  those 
applied  to  hospital  or  independent 
laboratories  although  they  may  not  be 
as  comprehensive  as  required  in  a  full 
service  laboratory. 

Response:  The  requirements  are 
based  on  test  complexity  rather  than  the 
location  of  the  laboratory.  Thus  entities 
performing  tests  of  certain  complexity 
levels,  regardless  of  location,  will  be 
subject  to  the  same  requirements  that 
hospital  or  independent  laboratories 
performing  the  same  tests  must  meet. 

Comment  We  received  a  few 
comments  supporting  regulation  of 
laboratories  testing  human  specimens 
but  suggested  the  use  of  one  set  of 
standards  for  ease  of  inspection. 

Response:  In  establishing  the 
standards,  we  have  attempted  to 
implement  the  statute  which  requires  the 
regulation  of  laboratories  based  on  the 
complexity  of  testing.  If  a  laboratory 
performs  a  variety  of  tests  in  different 
categories,  the  laboratory  will  be  subject 
to  varying  regulations  based  on  the 
testing  performed.  Laboratories 
performing  only  waived  tests  will  not  be 
subject  to  CUA  standards  and  routine 
inspections.  However,  these  laboratories 
have  a  general  responsibility  to  follow 
manufacturers’  instructions  for 
performing  tests. 

Comment  Several  commenters 
believed  that  facilities  currently  in 
compliance  with  the  Medicare/Medicaid 
requirements  (that  is,  nursing  homes) 
should  be  deemed  to  meet  the  CUA 
rules. 

Response:  If  laboratory  services  are 
provided  by  a  nursing  home  that 
participates  in  Medicare/Medicaid,  the 
existing  requirements  for  long  term  care 
facilities  at  §  483.75  state  that  the 
facility  must  meet  the  applicable 
requirements  of  part  493.  These 
regulations  revise  part  493,  and  any 
nursing  home  testing  human  specimens 
for  health  purposes  is  subject  to  CUA. 
Also,  if  a  facility  does  not  provide 
laboratory  services  directly  it  must  have 
an  agreement  to  obtain  laboratory 
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services  bom  a  laboratory  which  meets 
the  CUA  requirements. 

Comment-  Many  commenters 
recommended  that  State  licensure 
programs  and  private  accreditation 
organizations,  already  operating  quality 
assurance  or  quality  control  programs, 
should  be  recognized  to  meet  CUA 
rules. 

Response:  CUA  authorizes  the 
recognition  of  accreditation  and  State 
programs  that  have  standards  equal  to 
or  more  stringent  than  the  CUA 
requirements.  Once  we  publish  in  the 
Federal  Register  the  final  rule  outlining 
the  criteria  for  recognition  of 
accreditation  and  State  programs, 
accreditation  programs  and  State 
programs  will  be  able  to  apply  for 
recognition  under  CUA.  Those  programs 
determined  to  have  standards  equal  to 
or  more  stringent  than  CUA  will  be 
recognized,  and  a  laboratory  accredited 
by  an  approved  accreditation  program 
will  be  deemed  to  meet  the  CUA 
requirements  provided  the  laboratory 
submits  an  application,  meets  the 
application  requirements,  and  pays  the 
appropriate  fee  for  a  certificate  of 
accreditation.  In  addition,  laboratories 
that  are  licensed  by  an  approved  State 
licensure  program  would  be  exempt 
from  CUA  requirements  (i.e..  State- 
exempt),  as  indicated  by  section  353(p) 
of  the  PHS  Act. 

Comment  Many  commenters 
supported  laboratory  certibcation 
requirements  and  particularly  the  need 
for  oversight  of  laboratory  testing  in  all 
environments.  Commenters  believed 
that  the  regulations  would  protect  public 
health  and  ensure  that  individuals 
receive  services  worthy  of  payment.  An 
overwhelming  number  of  commenters 
agreed  with  the  need  to  improve  the 
quality  of  testing  but  expressed  concern 
that  rural  areas  of  the  country  would  not 
be  able  to  meet  the  proposed 
regulations,  particularly  the  personnel 
requirements.  Commenters  noted  that 
economic  constraints  facing  rural  areas 
should  be  considered  and  believed  that 
the  proposed  rule  would  ultimately 
result  in  reducing  the  quality  of  health 
care  in  rural  areas  by  forcing  entities  to 
close,  leaving  the  rural  population 
without  ready  access  to  basic  health 
care  services. 

Response:  We  appreciate  the 
concerns  the  commenters  expressed 
about  the  regulations  forcing  entities  to 
close  or  no  longer  offer  testing.  We  have 
attempted  to  respond  to  these  concerns, 
as  will  be  discussed  more  fully  later,  by 
appropriately  categorizing  tests  to 
reflect  the  level  of  regulation  needed  to 
ensure  accurate  testing  for  patient 
health  and  safety,  and  through  more 
flexible  personnel  requirements  than 


those  that  appeared  in  the  proposed 
rule. 

Comment  Several  commenters 
supported  the  regulation  of  physician 
offlce  laboratories  (POLs).  Many  other 
commenters,  representing  physicians, 
military  service  laboratories,  Indian 
Health  clinics,  home  health  agencies, 
and  public  health  departments, 
indicated  that  the  overall  impact  of 
CUA  would  interfere  with  the  provision 
of  services  and  increase  costs  to 
patients  who  can  least  afford  it. 
Commenters  believed  that  the  proposed 
regulations  were  too  stringent,  would 
limit  access  to  laboratory  services  and 
go  beyond  the  basic  requirements 
necessary  to  ensure  quality  and 
maintain  broad  access  to  accurate  test 
services. 

Response:  HHS  has  speciflcally 
reviewed  the  commenters’  concerns  and 
used  the  suggestions  proposed  by  the 
commenters  to  revise  the  proposed  rule, 
as  will  be  more  fully  discussed  below.  In 
accordance  with  CUA,  we  have  made 
every  effort  to  establish  regulations  that 
are  commensurate  with  the  simplicity 
and  accuracy  of  testing  as  well  as  the 
risk  of  harm  to  patients  due  to  an 
incorrect  result. 

Comment  In  response  to  the  March 
14, 1990  flnal  rule  with  comment  period, 
one  commenter  indicated  that  several 
provisions  of  the  March  14, 1990  (55  FR 
9538)  flnal  rule  were  less  restrictive  than 
those  enforced  by  the  Medicaid 
program.  The  commenter  wanted 
confirmation  that  a  State  Medicaid 
program  may  continue  to  impose  more 
restrictive  requirements  than  those 
implemented  under  part  493. 

Response:  A  State  may  impose 
requirements  for  its  Medicaid  program 
that  are  more  restrictive  than  those 
contained  in  part  493. 

Comment  Several  other  commenters 
on  the  March  14, 1990  flnal  regulations 
indicated  that  they  should  apply  to  all 
laboratories,  including  Federal  and  State 
government  laboratories  and  POLs. 

Response:  The  prior  (March  14, 1990) 
rule  completed  the  rulemaking  initiated 
to  revise  Federal  requirements  for 
laboratories  participating  in  Medicare, 
Medicaid  and  testing  specimens  in 
interstate  commerce.  Although  certain 
provisions  of  CUA  were  implemented  as 
part  of  the  March  14, 1990  rule,  the  CUA 
applicability  section  was  not  part  of  that 
rulemaking.  This  flnal  rule  for  the  flrst 
time  establishes  regulation  of  all  entities 
performing  laboratory  testing  on  human 
specimens  for  health  purposes. 

Comment  We  received  a  few 
comments  suggesting  that  the  definition 
of  a  ’’challenge”  include  the  amount  of 
substance  or  analyte  measured  in  a 
sample  because  not  all  substances  can 


be  measured  directly.  One  commenter 
requested  clarification  of  the  difference 
between  challenge  and  sample. 

Response:  The  deflnition  of 
’’challenge”  has  been  changed  to 
incorporate  this  suggestion.  The  terms 
’’challenge”  and  ’’sample”  have  been 
distinctly  defined. 

Comment  A  few  commenters 
suggested  that  referee  laboratories  not 
be  used  to  establish  target  values  for 
proflciency  testing  since  they  might  use 
sophisticated  methods  that  could  bias 
the  target  value.  However,  they  felt  that 
the  use  of  referee  laboratories  would  be 
valid  if  PT  samples  consistently 
mimicked  patient  specimens.  One 
commenter  suggested  that  the  definition 
for  ’’reference”  be  changed  to  include  a 
laboratory  that  has  a  record  of 
satisfactory  performance  for  ”a  specific 
analyte”  for  the  purpose  of  establishing 
the  target  value  for  the  analyte. 

Response:  The  expanded  deflnition  of 
target  value,  which  specifically  permits 
the  use  of  ”by  method”  target  values  to 
assess  performance  if  such  ”by  method” 
groupings  are  deemed  necessary  by  the 
proflciency  testing  program  provider, 
should  correct  problems  in  target  value 
bias  due  to  use  of  referee  laboratories. 
The  suggested  rewording  for  the 
deflnition  of  referee  laboratory  has  been 
incorporated. 

Comment  One  commenter  proposed 
defining  the  word  sample  for  ABO  and 
compatibility  testing. 

Response-.  The  deflnition  for  sample 
has  been  modifled  to  reflect  the  fact  that 
tests  involving  a  donor  and  a  recipient, 
such  as  ABO  and  compatibility  testing, 
require  two  separate  vials  or  materials. 

Comment  One  commenter  suggested 
clarifying  a  screening  test  as  it  relates  to 
the  proposed  Level  I  test,  because  it 
appeared  that  all  Level  I  tests  were 
screening  tests.  One  commenter 
recommended  a  set  of  specific  criteria 
that  a  test  must  meet  before  it  would  be 
categorized  as  a  screening  test. 

Response:  Since  Level  I  tests  are  no 
longer  designated  as  a  ’’screening  test” 
the  term  does  not  need  to  be  defined, 
and  is  being  deleted. 

Comment  Many  commenters  wanted 
the  deflnition  of  a  ’’target  value” 
changed  to  permit  a  target  value  based 
on  a  ”by  method”  or  ’’peer  group”  mean 
as  well  as  the  ’’all  result”  mean, 
whichever  is  determined  to  be  more 
scientifically  valid  and  appropriate  by 
the  proficiency  testing  service. 
Commenters  were  concerned  that  a 
single  target  value  could  not  be  used  for 
many  analytes  due  to  matrix  effects, 
physical  parameters  of  a  measurement 
or  different  methodologies  used  in 
measuring  various  properties  of  an 
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analyte.  A  few  commenters  suggested 
that  the  comparative  method  group  be 
changed  from  20  to  10  participants  since 
the  use  of  20  laboratories  could  limit  the 
introduction  of  new  technology. 

Response:  The  definition  of ‘‘target 
value”  has  been  changed  to  explicitly 
permit  the  use  of  a  “by  method”  or  “peer 
group”  mean  in  assessment  of 
laboratory  performance  and  the  number 
of  participants  in  such  groups  has  been 
reduced  to  10. 

Comment  A  few  commenters 
suggested  the  following  terms  be  added 
in  the  deHnitions  category  or  more 
clearly  deHned  so  that  those  affected 
will  understand  the  requirements: 
Discharge,  exudate,  terminated, 
revoked,  suspended,  limited,  pertinent 
clinical  information,  definitive  value, 
investigational  status,  and  standard 
deviation. 

Response:  The  terms  discharge  and 
exudate  are  no  longer  included  in  this 
regulation.  The  terms  terminated, 
revoked,  suspended,  and  limited  are 
defined  in  the  regulation  pertaining  to 
sanctions,  which  is  also  published  in 
this  issue  of  the  Federal  Register.  The 
terms  pertinent  clinical  information  and 
investigational  status  are  deHned  by 
context.  Standard  deviation  is  a 
mathematically  deHned  term.  A 
definitive  value  refers  to  a  target  value 
which  has  been  determined  using  a 
definitive  method.  Definitions  have  been 
added  for  the  terms  accredited 
institution,  performance  characteristic, 
performance  specification,  reference 
range,  reportable  range,  unsatisfactory 
PT  performance,  and  unsuccessful  PT 
performance. 

Comment  A  few  commenters  noted 
that  under  Medicare,  payment  may  be 
made  for  laboratory  tests  ordered  by 
physician  assistants.  Commenters  were 
concerned  that  the  proposed  definition 
of  “authorized  person”  was  not 
consistent  with  Medicare  coverage 
policy. 

Response:  We  agree  with  the 
commenters  and  have  modified  the 
definition  of  “authorized  person”  to 
state  that  “tests  may  be  ordered  by 
individuals  authorized  under  State  law 
to  order  tests  or  receive  test  results.” 

Comment  Many  commenters 
requested  that  the  definition  of 
“authorized  person”  be  expanded  to 
include  individuals  authorized  under 
State  law  to  order  tests  and  receive  test 
results,  such  as  nurse  practitioners. 
State,  county  and  municipal  health 
directors.  Federal  courts,  police  officers, 
etc. 

Response:  We  agree  with  the 
commenters.  While  we  have  modified 
the  regulation  by  deleting  specific 
reference  to  Medicare  concerning  the 


definition  of  “authorized  person,”  we 
have  retained  that  part  of  the  regulation 
which  currently  states  that  an 
“authorized  person”  means  “individuals 
authorized  under  State  law  to  order 
tests  or  receive  test  results.”  This  allows 
deference  to  State  law  in  any  situation 
involving  the  ordering  of  laboratory 
tests  or  examinations. 

Comment  We  received  a  few 
comments  requesting  that  the  last 
sentence  of  the  definition  of  “authorized 
person”  be  changed  to  read, “authorized 
under  State  law  to  order  tests  and 
receive  test  results.”  Commenters 
believed  that  changing  the  “or”  to  “and” 
would  be  more  restrictive  and  would 
preclude  individuals  authorized  under 
State  law  to  receive  test  results  unless 
such  individuals  also  were  authorized  to 
order  tests. 

Response:  The  intent  of  the  current 
regulation  is  to  reduce  the  conflict 
between  Federal  and  State  laws 
concerning  who  can  order  tests  and/or 
receive  results.  Some  States  may 
preclude  individuals  from  ordering  tests 
while  allowing  them  to  receive  test 
results.  Others  may  not.  We  are 
retaining  the  existing  regulation  to  allow 
States  to  determine  who  is  authorized  to 
order  tests  and  who  is  authorized  to 
receive  results. 

Comment  Several  commenters 
expressed  concern  that  under  the 
proposed  definition  of  “authorized 
person,”  home  health  care  personnel 
would  not  be  permitted  to  receive  test 
results  and  would  be  restricted  from 
making  emergency  medical 
interventions  and  necessary  changes  in 
the  patient's  plan  of  care. 

Response:  The  regulations  have  been 
modified  to  allow  the  ordering  of 
laboratory  tests  or  examinations  by  an 
authorized  person  as  defined  by  State 
law.  It  would  be  up  to  the  State  to 
determine  who  would  have  this 
authority,  and  this  determination  may 
vary  from  State  to  State.  Emergency 
situations  have  been  addressed  at 
§  493.1109(f)  of  this  regulation  in  which 
the  laboratory  is  required  to  report 
imminent  life-threatening  results  to  the 
individual  or  entity  requesting  the  test 
or  the  individual  responsible  for  utilizing 
test  results. 

Comment:  One  commenter  believed 
that  the  proposed  definition  of 
“authorized  person"  was  more 
restrictive  than  existing  regulations.  The 
commenter  noted  that  the  proposed 
definition  may  not  be  in  conformity  with 
CLXA  and  that  such  a  requirement  would 
force  health  fairs  to  stop  testing. 

Response:  The  regulation,  as  revised, 
permits  authorized  individuals,  as 
defined  by  State  law,  to  request  tests  or 
receive  test  results.  While  we  have 


deleted  the  part  of  the  proposed 
definition  referencing  title  XVIII  of  the 
Social  Security  Act,  we  have  retained 
that  portion  that  defers  to  State  law  to 
define  who  is  authorized  to  order  tests 
or  receive  test  results,  which  is  in 
conformance  with  the  section  353(p)  of 
the  PHS  Act. 

Comment:  A  few  commenters 
recommended  that  the  definition  of 
“laboratory”  be  expanded  to  require 
facilities  only  collecting  specimens  to  be 
owned  and  operated  by  certified 
laboratories.  Commenters  believed  that 
the  omission  of  collecting  facilities  from 
regulatory  oversight  provided  a  loophole 
that  would  create  unregulated 
laboratory  referral  services. 

Response:  Section  353(b)  of  the  PHS 
Act  requires  that  “no  person  may  solicit 
or  accept  materials  derived  from  the 
human  body  for  laboratory 
examinations  or  other  procedures  unless 
there  is  in  effect  for  the  laboratory  a 
certificate  *  *  *.”  If  a  facility  only 
collects  specimens  and  does  not  perform 
testing,  the  facility  would  not  be  subject 
to  CULA  certification  requirements 
because  it  does  not  meet  the  definition 
of  “laboratory”  as  defined  by  the 
statute. 

Comment:  One  commenter  noted  that 
the  definition  of  a  laboratory  had  been 
successfully  challenged  in  a  related 
context  in  the  case  of  Association  of 
American  Physicians  and  Surgeons,  et 
al.  v.  Bowen.  The  appellate  court  in  this 
case  found  that  individual  physicians 
offices  were  not  considered  to  be 
“laboratories.”  This  commenter  noted 
that  while  the  definition  is  taken  from 
CLIA  language,  there  was  a  concern  that 
it  may  be  vulnerable  to  a  similar 
challenge. 

Response:  CLIA  specifically  requires 
the  regulation  of  any  facility  that 
performs  tests  on  human  beings  for 
“*  *  *  the  purpose  of  providing 
information  for  the  diagnosis, 
prevention,  or  treatment  of  any  disease 
or  impairment  of,  or  the  assessment  of 
the  health  of,  human  beings.”  This 
would  include  testing  being  done  in 
physician  offices.  Moreover,  the  CLIA 
legislative  history  could  not  be  more 
clear  that  one  of  the  primary  targets  of 
that  legislation  was  to  be  physician 
office  laboratories.  The  statute  would 
have  to  be  changed  to  alter  the 
regulation  of  these  facilities. 

Comment:  We  received  a  few 
comments  recommending  that  the 
definition  of  “laboratory”  be  clarified  to 
distinguish  between  a  pathology 
laboratory  and  a  clinical  laboratory. 

Response:  We  disagree  with  the 
commenter  .  The  term  laboratory,  which 
is  defined  at  ection  353(a)  of  the  PHS 
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Act.  encompasses  both  clinical  and 
anatomical  services,  as  well  as  any 
facility  that  performs  examination  of 
clinical  or  pathological  materials 
derived  from  the  human  body  for  the 
purpose  of  providing  information  for  the 
diagnosis,  prevention,  or  treatment  of 
any  disease  or  impairment  of.  or  the 
assessment  of  the  health  of.  human 
beings.  The  law  does  not  make  a 
distinction  between  a  pathology 
laboratory  and  a  clinical  laboratory,  but 
treats  every  laboratory  equally  for  the 
purpose  of  defining  a  laboratory. 

Comment:  Several  commenters  asked 
that  the  regulations  clarify  that  facilities 
that  only  draw  blood  specimens  or 
collect  patient  samples  and  do  not 
perform  testing,  would  not  be 
considered  laboratories. 

Response:  As  stated  above,  facilities 
that  collect  specimens,  including 
drawing  blood  specimens,  but  do  not 
perform  testing  of  specimens,  are  not 
subject  to  CLIA  requirements  because 
they  do  not  meet  the  definition  of  a 
laboratory. 

Comment-  A  few  commenters  noted 
that  in  defining  a  laboratory  we  did  not 
address  location,  control,  owmership,  or 
direction. 

Response:  The  current  regulations  for 
laboratories  participating  in  Medicare. 
Medicaid  or  interstate  testing  are  based 
on  the  location  of  a  laboratory  and  are 
uniform  with  regard  to  test  complexity. 
However.  CLIA  requires  the  regulation 
of  all  laboratories  according  to  test 
complexity  without  regard  to  their 
location.  Ownership  is  defined  in 
regulations  concerning  sanctions,  which 
is  also  published  today.  Requirements 
for  director  and  location  are  contained 
in  this  regulation. 

Comment-  An  overwhelming  number 
of  commenters  expressed  concern  that 
the  definition  of  a  laboratory  was  too 
broad  and  did  not  reflect  the  intent  of 
the  CLIA  legislation.  Commenters 
requested  that  the  definition  be 
amended  to  specifically  exclude 
research  laboratories,  home  health  care 
services,  physiological  tests,  private 
homes,  forensic,  police  and  pulmonary 
laboratories  and  public  health 
department  screening  services. 

Response:  The  definition  of  a 
laboratory  was  taken  fi*om  the  statute  at 
section  353(a)  of  the  PHS  AcL  which 
clearly  defines  the  type  of  facility 
subject  to  regulation  and  is  specific  with 
respect  to  its  applicability  to  facilities 
that  conduct  testing  for  the  medical 
diagnosis,  prevention,  or  treatment  of 
individuals.  The  Basis  and  Scope  and 
Applicability  sections  of  this  regulation 
specifically  indicate  entities  excluded 
from  CLIA. 


Comment-  We  received  a  few 
comments  objecting  to  the  inclusion  of 
physician  office  laboratories  performing 
any  tests  on  referred  specimens  in  the 
scope  of  the  final  rule.  Commenters  felt 
that  the  100  specimen  exemption  rule 
should  remain  in  effect  until  a  final 
regulation  is  published  under  CLIA. 

Response:  The  statute  that  provided 
for  the  100  specimen  exemption  is  no 
longer  in  effect  and  has  been 
superseded  by  CLIA.  Therefore,  we  can 
no  longer  exempt  laboratories  from  the 
regulations  on  the  basis  of  the  number  of 
tests  performed. 

Section  493^  Applicability 

Approximately  500  individuals  or 
organizations  provided  comments  on 
this  section.  Approximately  27  percent 
of  the  commenters  represented  police/ 
probation  departments,  crime 
laboratories  and  medical  examiners. 

Comment:  Many  commenters 
expressed  concern  that  establishing 
regulations  prior  to  performing  the 
studies  mandated  by  CLIA  was  not 
consistent  with  die  intent  of  the  statute. 
Commenters  believed  that  proceeding 
with  the  regulations  prior  to  the 
completion  of  these  studies  will  result  in 
standards  developed  without  scientific 
evaluative  data  not  supportable  by  the 
laboratory  community. 

Response:  CLIA  sets  forth  specific 
time  frames  for  implementation.  There  is 
no  authority  in  the  CLIA  statute  to 
modify  the  effective  date  of  those 
provisions  by  awaiting  the  results  of  the 
studies  that  the  statute  mandates.  The 
Public  Health  Service  used  available 
scientific  data  and  information  to 
develop  the  proposed  categorization  of 
procedures  and  examinations  based  on 
test  complexity.  This  regulation  was 
developed  with  the  suggestions  and 
recommendations  of  the  commenters 
and  represents  the  best  information  and 
data  available  at  this  time.  When  the 
studies  required  by  CUA  are  completed, 
the  standards  will  be  revised 
accordingly  if  regulatory  changes  are 
needed  based  on  the  study  findings. 

Comment-  Approximately  50  percent 
of  the  commenters  representing  law 
enforcement  agencies,  medical 
examiners  and  other  State  agencies 
indicated  the  regulations  would  have  a 
negative  impact  on  their  ability  to  gather 
evidence  for  legal  purposes. 

Commenters  believed  that  the  ability  of 
criminal  justice  systems  to  operate 
breath/blood/urine  screening  programs 
would  be  jeopardized  and  emphasized 
that  testing  is  not  performed  for  the 
purpose  of  clinical  treatment  medical 
diagnosis,  health  assessment  or  disease 
prevention. 


Response:  We  agree  with  the 
commenters.  We  have  determined  that 
CLIA  does  not  apply  to  such  entities, 
provided  that  these  entities  do  not 
conduct  testing  for  “Uie  purpose  of 
providing  information  for  the  diagnosis, 
prevention  or  treatment  of  any  disease 
or  impairment  of,  or  the  assessment  of 
the  health,  of  human  beings."  This 
means  that  generally.  CLIA  would  not 
apply  to  entities,  (for  example,  law 
enforcement  agencies)  that  conduct  such 
testing  to  determine  whether  there  is  a 
violation  of  the  law.  In  the  forensic 
testing  context,  laboratory  results  are 
generated  purely  for  the  purpose  of 
detecting  illegal  substances  or  illegal 
amounts  of  certain  substances  in  the 
body  that  may  be  relevant  to  legal 
proceedings.  There  is  no  concern  in  such 
testing  for  developing  accurate  and 
reliable  data  for  use  by  health  care 
professionals  for  the  purpose  of 
diagnosis  or  treatment  which  we 
believe  to  be  the  focus  of  the  CLIA 
legislation.  However,  if  the  entity 
conducts  testing  for  the  purpose  of 
providing  information  for  the  diagnosis, 
prevention  or  treatment  of  any  disease 
or  impairment  of.  or  the  assessment  of 
the  health  of,  human  beings,  the  entity 
would  be  subject  to  CLIA.  The 
determining  factor  is  not  the  test  itself, 
but  the  purpose  for  which  the  test  is 
conducted.  We  have  revised  the 
regulation  to  incorporate  these  changes. 

Comment-  A  few  commenters  strongly 
urged  that  drug  testing  facilities  be 
included  within  the  scope  of  these 
regulations.  Commenters  believed  that 
although  such  testing  may  not  be  for  the 
purpose  of  "diagnosis,  treatment  or 
prevention"  of  disease,  the  same 
regulatory  oversight  is  warranted  since 
test  results  are  used  as  evidence  in  the 
court  system. 

Response:  CLIA  is  specific  with 
respect  to  its  applicability  to  facilities 
that  conduct  testing  for  the  medical 
diagnosis  and  treatment  of  individuals. 
Based  on  the  CLIA  law  and  its 
legislative  history,  we  have  determined 
that  forensic  testing  is  excluded  under 
CLIA  since  forensic  testing  is  conducted 
to  determine  if  there  has  been  a 
violation  of  the  law  and  is  not  done  for 
the  purpose  of  providing  remedial 
treatment  Urine  drug  testing  that  is 
conducted  for  non-forensic  purposes  is 
covered  by  this  rule. 

Comment:  Several  commenters  agreed 
with  the  extension  of  Federal  standards 
to  all  laboratories  conducting  tests  on 
human  specimens  exclusive  of  National 
Institute  on  Drug  Abuse  (NIDA) 
approved  testing  and  research 
laboratories. 
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Response:  We  are  pleased  that  the 
commenters  agreed  with  the  extension 
of  Federal  standards  to  all  laboratories, 
with  noted  exceptions.  It  should  be 
noted  that  significant  aspects  of  testing 
done  by  NlDA-certified  laboratories  will 
be  exempt.  We  have  speciHed  the  scope 
of  that  exemption  in  §  493.3(b)(3). 

Comment:  Several  commenters 
expressed  concern  that  the  proposed 
rules  would  extend  HCFA’s  authority 
over  tests  performed  primarily  for  blood 
donor  screening.  Commenters  indicated 
that  these  tests,  already  regulated  under 
the  FDA’s  Good  Manufacturing 
Practices  for  blood  components,  are  not 
performed  for  the  diagnosis,  prevention, 
or  treatment  of  disease  in  a  patient. 

Response:  It  is  true  that  FDA  regulates 
this  type  of  testing  to  some  extent; 
however,  the  FDA  requirements  do  not 
necessarily  have  the  same  focus  as  the 
CUA  requirements  (that  is,  successful 
participation  in  a  proficiency  testing 
program  and  personnel  requirements). 
The  FDA  requirements  are  product- 
related,  while  CLIA  requirements  are 
patient-related.  Tests  such  as  hepatitis, 
HIV  and  syphilis  serology,  among 
others,  are  used  in  donor  screening  to 
assess  the  health  of  the  person  donating 
blood,  one  of  the  activities  that  come 
within  the  statutory  definition  of 
“laboratory."  Therefore,  the 
performance  of  these  tests  must  meet 
CLIA  requirements. 

Comment:  Several  commenters 
representing  nuclear  power  companies 
and  offshore  drilling  industries  indicated 
that  laboratory  procedures  for  forensic 
or  substance  abuse  testing  are  already 
subject  to  comprehensive  regulation  by 
the  U.S.  Nuclear  Regulatory  Commission 
(NRC)  and  the  Department  of 
Transportation  (DoT).  Commenters  felt 
that  the  NRC  and  DoT  regulations  are 
consistent  with  and  meet  the  objectives 
and  requirements  of  these  rules  and 
should  be  exempt  from  CLIA. 

Response:  As  previously  indicated, 
these  requirements  do  not  apply  to  any 
component  or  function  of  any  laboratory 
that  is  certified  by  NIDA  to  perform 
urine  drug  testing  for  Federal  agencies. 
However,  it  does  apply  to  all  other 
testing  conducted  even  in  NIDA- 
certified  laboratories. 

Comment:  Several  commenters  stated 
that  there  is  no  medical  or  regulatory 
need  to  require  End  Stage  Renal  Disease 
(ESRD)  facilities  to  be  certified  as 
laboratories  when  tests  are  performed  in 
conjunction  with  administering 
treatment  to  their  own  patients. 

Response:  Every  facility  testing 
human  specimens  "for  the  purpose  of 
providing  information  for  the  diagnosis, 
prevention,  or  treatment  of  any  disease 
or  impairment  of,  or  assessment  of  the 


health  of,  human  beings"  is  subject  to 
these  requirements.  There  is  no 
provision  in  CLIA  to  exempt  testing 
performed  on  a  facility’s  own  patients. 

Comment:  Numerous  commenters 
representing  State,  County  and  local 
health  departments  strongly  urged  that 
public  health  laboratories  should  be 
categorized  separately  or  exempted 
from  CLIA  regulations.  Commenters 
expressed  concern  that  public  health 
service  programs  dependent  on  Federal 
and  State  funding  (e.g.,  the  Women, 
Infants  and  Children  (WIC)  and  Early 
Pregnancy  Screening  and  Diagnostic 
Testing  (EPSDT)  programs)  would  be 
adversely  affected.  The  commenters 
noted  that  available  funds  would  not  be 
sufficient  to  meet  all  of  the  proposed 
requirements.  Other  commenters 
suggested  that  public  health  screening 
programs  be  exempted  from  the 
regulations  when  testing  is  performed  by 
trained  personnel. 

Response:  As  previously  indicated, 
except  as  noted  in  §  493.3  of  these 
regulations,  every  facility  testing  human 
specimens  “for  the  purpose  of  providing 
information  for  the  diagnosis, 
prevention,  or  treatment  of  any  disease 
or  impairment  of,  or  assessment  of  the 
health  of,  human  beings”  is  subject  to 
CLIA.  There  is  no  provision  in  the 
statute  to  exempt  private  dental  offices 
or  public  screening  programs  conducted 
by  trained  personnel.  However,  we  have 
revised  the  regulation  to  permit  not-for- 
profit  or  Federal,  State  or  local 
government  laboratories  that  engage  in 
limited  (that  is,  few  types  of  tests)  public 
health  testing  to  operate  under  one 
certificate. 

Comment:  Several  commenters  stated 
that  home  care  testing  and  private 
homes  should  not  be  subject  to  CLIA 
requirements  and  the  rule  should  be 
revised  to  clearly  reflect  this. 

Response:  Individual  patients  and 
private  homes  are  not  subject  to  CLIA. 
However,  a  home  health  agency  (HHA) 
or  hospice  that  performs  laboratory 
testing  on  individuals  for  the  purpose  of 
medical  treatment  is  subject  to  the 
requirements.  On  the  other  hand,  we 
acknowledge  that  certain  activities  that 
involve  testing  are  not  within  the  range 
of  concerns  that  the  Congress  had  when 
it  enacted  CLIA.  Specifically,  we  do  not 
believe  that  the  Congress  had  any  wish 
to  see  us  regulate,  as  laboratories, 
individuals  who  may  be  self- 
administering  a  test  in  their  own  home 
with  an  appliance  that  has  been  cleared 
for  that  purpose  by  the  FDA.  Thus,  to 
the  extent  that  an  HHA  or  hospice  that 
is  providing  care  in  an  individual’s  home 
is  engaged  solely  in  assisting  an 
individual  in  performing  a  test,  we  have 
no  intent  to  impose  a  CLIA  requirement 


on  the  HHA  or  hospice  by  virtue  of  that 
activity.  If  these  activities  are  performed 
by  the  individual  they  would  be  beyond 
CUA’s  reach.  Where  the  HHA  or 
hospice  engages  in  testing  outside  this 
narrow  context,  however,  CLIA  would 
apply. 

Comment:  Several  commenters  noted 
that  research  laboratories  including 
National  Institutes  of  Health  (NIH) 
laboratories  perform  experimental  tests 
on  human  specimens  and  may  include 
test  information  in  the  patient’s  medical 
record  for  completeness.  Other 
commenters  requested  that  research 
laboratories  be  included  in  the 
definition  of  entities  regulated  under 
CLIA  to  assure  that  they  can  continue  to 
receive  reimbursement  for  tests 
performed. 

Response:  In  the  proposed  rule  at 
§  493.2  under  the  definition  of 
“laboratory”  we  indicated  that 
“laboratories  that  perform  research 
testing  on  human  specimens,  but  do  not 
report  patient  specific  results  for  the 
diagnosis,  prevention  or  treatment  of 
any  disease  or  impairment  of,  or  the 
assessment  of  the  health  of  an 
individual  patient  are  not  considered 
laboratories  under  CUA.”  However,  this 
exception  was  not  included  in  §  493.3, 
“Applicability.”  Thus,  we  have  amended 
this  section  to  reflect  this  exception  for 
research  laboratories.  This  exception  is 
also  set  forth  in  the  applicability 
sections  of  the  regulation  pertaining  to 
laboratory  fee  collection.  If  the  results  of 
such  “experimental”  testing  are  used  for 
individual  treatment  of  the  patient 
tested,  the  laboratory  would  be  subject 
to  CUA  requirements.  Additionally,  in 
accordance  with  OBRA  ’89,  a  facility 
must  be  certified  under  CLIA  in  order  to 
receive  payment  under  Medicare. 

Comment:  In  response  to  our  request 
for  recommendations  for  development  of 
criteria  for  emergency  testing,  we 
received  the  following  suggestions  and 
comments  in  support  of  allowing  a 
facility  to  perform  emergency  testing, 
that  is,  testing  not  included  on  the 
laboratory’s  certificate.  A  few 
commenters  indicated  that  the  rules 
needed  to  permit  exceptions  to 
compliance  with  the  requirements  when 
emergency  testing  is  necessary,  but 
offered  no  specific  recommendations. 
One  commenter  cautioned  that  the  term 
“emergency”  must  be  defined  carefully, 
while  another  suggested  that  we  define 
criteria  which  apply  to  these  emergency 
situations  and  define  a  sub-list  of  tests 
which  are  used  in  emergency  situations 
only.  Other  commenters  indicated  that 
the  need  to  perform  “emergency”  testing 
would  occur  when  a  laboratory  expands 
its  parameters  of  testing  (for  example. 


7016 


Federal  Register  /  Vol.  57,  No.  40  /  Friday,  February  28,  1992  /  Rules  and  Regulations 


acquires  new  equipment]  and  wants  to 
perform  testing  not  included  on  its 
certificate.  The  commenters 
recommended  that  laboratories  that 
wish  to  perform  services  not  included  on 
their  certificate  be  granted  a  grace 
period  to  allow  testing  during  the  time 
period  between  which  the  laboratory 
requests  revisions  in  its  certiHcate  and 
is  issued  a  revised  certificate  to  cover 
the  additional  testing.  Other 
commenters  expressed  concern  that  if 
emergency  testing  were  prohibited  this 
would  be  in  conflict  with  many  States 
'^ood  Samaritan”  laws  which  require  a 
..hysician  to  do  anything  within  his/her 
knowledge  or  abilities  to  aid  a  person  in 
need  of  care.  Several  commenters  stated 
that  physicians  should  be  permitted  to 
perform  direct  microscopic  tests  (Wright 
or  Gram  stains)  on  an  emergency  basis 
or  that  physicians  be  permitted  to 
perform  tests  in  a  life  threatening 
situation  provided  the  physician  has 
adequate  knowledge  of  the  principles 
and  quality  assurance  of  the  test.  Such 
commenters  felt  that  the  intent  of  the 
law  would  be  met  if  the  laboratory  that 
performed  emergency  tests  not  included 
on  its  certificate  notified  HCFA 
subsequent  to  the  testing  and 
immediately  filed  an  application  to 
include  the  testing  on  its  certificate.  As 
a  final  point,  a  commenter  stated  that  it 
is  cost  effective  and  medically 
necessary  for  hospitals  to  perform 
screening  tests  for  drug  treatment 
facilities  and  emergency  medical 
treatment.  The  commenter  suggested 
that  the  results  be  reported  as  values 
obtained  from  a  screening  test  with  the 
method  specified.  Screening  tests  should 
be  subject  to  appropriate  quality  control 
and  PT. 

Other  commenters  were  opposed  to 
the  idea  of  an  exemption  for  emergency 
testing.  Approximately  90  percent  of 
individuals  and  organizations 
commenting  on  emergency  testing, 
opposed  an  exemption  for  emergency 
testing.  The  commenters  indicated  that 
if  a  laboratory  is  not  certified  to  perform 
routine  testing  when  the  patient's  life  is 
not  in  danger,  it  should  not  be  allowed 
to  perform  emergency  testing  when  the 
patient's  life  is  in  danger.  Commenters 
suggested  that  improperly  performed 
laboratory  work  is  probably  worse  than 
no  laboratory  work  at  all.  Inaccurate 
results  performed  in  the  name  of  an 
“emergency  situation”  may  lead  to  a 
more  critical  situation  than  already 
exists.  Commenters  indicated  that 
permitting  emergency  testing  could  be 
used  as  a  “loop-hole”  for  laboratories  to 
circumvent  the  regulations.  The 
reliability  of  laboratory  tests  performed 
by  personnel  who  do  not  perform  the 


test  routinely  and  who  do  not 
participate  in  proficiency  testing  on  the 
emergency  tests  may  produce  results 
that  are  questionable.  In  addition,  this 
would  not  be  logical  from  a  cost 
standpoint.  For  example,  to  buy  all  the 
reagents  and  have  them  sit  on  a  shelf 
until  they  might  possibly  be  used  is 
costly  and  not  practical  because  the 
reagents  have  a  limited  shelf-life.  The 
amount  of  “red  tape”  which  would  have 
to  be  developed  in  order  to  prove  that  it 
was  an  emergency  and  therefore  should 
be  reimbursed  (for  Medicare)  would  be 
cumbersome.  As  a  final  point,  in 
emergencies  the  treatment  of  the 
patient's  symptoms  is  necessary  before 
laboratory  results  are  available.  This 
would  almost  always  be  true  for  a  non- 
certified  one-time  test  where  setup  of 
equipment,  reagents  and  control 
processes  would  be  required.  In  very 
few  cases  would  such  a  test  result  in  a 
significant  difference  in  patient 
outcome.  It  is  possible,  however,  that  a 
badly  performed  “quickie”  test  would 
lead  to  a  mistake  in  patient  care.  For  a 
physician  or  facility  to  attempt  to  treat 
an  individual  with  an  emergency 
condition  beyond  the  capabilities  of 
either  the  physician  or  facility  would  ^ 
also  be  a  liability  nightmare. 

Response:  We  never  intended  to 
prohibit  emergency  testing.  The 
proposed  rule  asked  for  comments  on 
the  appropriateness  and  conditions 
under  which  a  laboratory  might  perform 
emergency  tests  not  listed  on  its 
certificate.  In  the  regulation  pertaining 
to  fee  collection  (also  published  today), 
we  have  indicated  that  upon  further 
review  of  CUA  and  in  response  to 
comments  raised  in  that  regulation,  a 
laboratory  with  a  certificate  or 
certificate  of  accreditation  has  up  to  6 
months  to  notify  HCFA  if  it  adds  a  test 
or  examination  not  included  on  its 
certificate,  while  a  laboratory  with  a 
certificate  of  waiver  must  notify  HCFA 
prior  to  performing  a  test  that  is  not 
included  on  the  waived  test  list.  These 
revisions  are  reflected  in  this  regulation. 
Due  to  specific  statutory  references,  we 
do  not  feel  it  is  necessaiy  to  define 
“emei^gency  testing.” 

Section  493.10  Categories  of  Tests  by 
Complexity 

Approximately  14,470  comments  were 
received  in  response  to  this  section  of 
the  proposed  rule,  with  more  than  95 
percent  opposed  to  the  proposed 
categorization  of  tests. 

Comment:  Commenters  opposed  the 
overall  design  of  the  complexity  model. 
A  large  number  of  commenters 
expressed  concern  that  the  use  of  the 
proposed  model  in  determining  specific 
requirements  for  laboratory  practices 


may  have  a  negative  impact  on  health 
care  due  to  increased  cost,  which  thus 
limits  patient  access.  Over  11,000 
commenters  offered  recommendations 
or  alternative  suggestions  to  the 
proposed  categorization  of  tests  and  its 
applications.  Some  of  the  alternatives 
suggested  were: 

•  Consider  the  site  of  testing  to 
establish  the  degree  of  regulation; 

•  Create  a  separate  level  of  testing  or 
an  exemption  for  public  health  screening 
procedures,  physicians  performing 
testing  for  their  own  patients  and 
forensic  laboratories; 

•  Define  complexity  on  the  basis  of 
methodology/instnimentation; 

•  Create  a  model  with  only  two 
categories  or  a  model  with  more  than 
three  categories; 

•  Exempt  from  regulation  or  decrease 
the  regulatory  burden  for  testing 
performed  using  FDA  “cleared”  tests/ 
devices;  and 

•  Use  a  weighted  matrix  for  test/ 
methodology  categorization. 

Response:  We  agree  with  the 
commenters  that  a  regulatory  model 
should  not  unduly  impede  current 
laboratory  operations  or  the  practice  of 
medicine,  nor  should  the  development  or 
application  of  new  technologies  be 
impeded.  We  also  agree  that  a 
complexity  model  should  include  the 
processes  for  defining  levels  of 
complexity,  and  assigning  tests  to 
specific  categories,  as  well  as  the 
requirements  that  are  derived  from  this 
categorization  process.  Therefore,  in 
developing  the  revised  model  in  these 
regulations,  we  have  considered: 

•  Complexity  of  the  analytical 
procedures  and  laboratory  operations; 
and 

•  Potential  impact  of  the  regulations 
on  the  Nation's  laboratories. 

One  organization  provided  a  test 
categorization  matrix  and  justification 
for  the  categorization,  which  was 
supported  by  many  commenters.  We 
took  this  m(^el  into  consideration  as  we 
developed  the  revised  complexity 
model.  Rather  than  using  a  model  based 
strictly  on  analyte,  as  was  previously 
proposed,  we  have  taken  into 
consideration  the  methodology  for  test 
systems,  assays  and  examinations  to 
categorize  laboratory  tests  as  either 
waived,  tests  of  moderate  complexity  or 
tests  of  high  complexity.  We  believe  this 
revised  model  for  test  categorization 
will  not  impede  health  care  nor  the 
services  provided  by  any  laboratory 
operation.  Laboratories  performing  tests 
of  moderate  complexity  will  be  required 
to  conform  to  patient  test  management, 
quality  control,  proficiency  testing, 
personnel,  and  quality  assurance 
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requirements  that  are  appropriate  for 
tests  of  moderate  complexity. 
Laboratories  performing  tests  of  high 
complexity  will  be  required  to  adhere  to 
more  stringent  requirements  appropriate 
for  tests  of  high  complexity.  Compliance 
with  these  standards  will  assure 
accurate  and  reliable  test  results 
through  the  appropriate  management 
and  use  of  technology  and  personnel 
having  the  appropriate  skills,  knowledge 
and  training.  If  the  appropriate 
standards  are  met,  a  laboratory  should 
be  able  to  continue  performing  any  test 
in  use  at  the  present  time. 

Under  these  rules,  eight  tests  now 
qualify  as  waived  tests.  Test 
categorization  was  based  upon  specific 
criteria  outlined  in  §  493.15(b)  of  these 
regulations.  Laboratories  performing 
only  waived  tests  are  required  to  apply 
for  a  certificate  of  waiver  and  have  a 
general  responsibility  to  follow 
manufacturers’  instructions  for 
performing  tests. 

We  have  revised  the  criteria  for  tests 
of  moderate  and  high  complexity  as 
listed  in  §  493.17(a).  Using  these  criteria, 
we  developed  a  scoring  scheme  for 
categorizing  tests  as  high  or  moderate 
complexity.  Within  each  criteria,  tests 
were  assigned  scores  of  1,  2  or  3  with 
the  score  of  “1”  indicating  the  lowest 
level  of  complexity. 

The  descriptions  for  the  numerical 
scores  within  each  criteria  heading  are 
as  follows: 

Note;  A  score  of  “2"  was  assigned  to  a 
criteria  heading  when  the  characteristics  for 
a  particular  test  were  intermediate  between 
the  descriptions  listed  for  scores  of  "I"  and 
“3”. 

Knowledge 

1 — Analyst  needs  little,  if  any, 
information  additional  to  the  step-by- 
step  directions  to  properly  perform  the 
procedure  and  report  results 
3~-Analyst  needs  experience  to  acquire 
the  information  necessary  to  property 
perform  the  procedure  and  report 
results 

Training  and  Experience 

1 — ^Training  specific  for  the  procedure  is 
all  that  is  required 
3 — ^Training  and  experience  with  the 
total  testing  process  is  necessary 

Reagents  and  Materials  Preparation 

1 — ^Minimal  preparation  (pre-packaged 
or  pre-measured] 

3 — Special  reagents  or  preparation  are 
required 

Characteristics  of  Operational  Steps 

1 — ^Few  steps,  automatic  specimen 
processing,  and  timing  of  procedural 
steps,  limited  function  checks,  built-in 


calibration,  and  minimal  or  no 
calculations  required 
3 — Many  steps  in  the  procedure  and 
some  analytical  procedures  including 
calibrations  are  not  automated  or  are 
semi-automated 

Characteristics  of  calibration,  quality 
control  and  proficiency  testing 
materials 

1 — Calibration  and  control  materials 
readily  available,  stable  and  easily 
incorporated  into  the  procedure. 
Proficiency  testing  materials,  when 
available,  are  stable 
3 — Calibration,  control  or  proficiency 
testing  materials  may  not  be  readily 
available  or  stable 

Troubleshooting  and  Maintenance 

1 — Minimal  operator  intervention 
required 

3 — ^Experience  required  to  properly 
troubleshoot  or  maintain  the 
procedure 

Interpretation  and  Judgment 

1 — Minimal  required 
3 — ^Experience  needed  to  properly 
perform  the  test  because  decision 
making  is  required  throughout  the 
testing  process 

Test  systems,  assays  or  examinations 
receiving  scores  of  12  or  less  were 
categorized  as  moderate  complexity 
while  those  receiving  scores  of  13  or 
greater  were  categorized  as  high 
complexity.  Laboratories  performing 
tests  of  moderate  complexity  are 
required  to  meet  the  applicable 
requirements  of  the  subparts  concerning: 
Registration  Certificate  and  Certificate 
or  Certificate  of  Accreditation. 
Participation  in  Proficiency  Testing  for 
Laboratories  Performing  Tests  of 
Moderate  and  High  Complexity.  Patient 
Test  Management  for  Moderate  and 
High  Complexity  Testing.  Quality 
Control  for  Tests  of  Moderate  and  High 
Complexity,  Persormel  for  Moderate  and 
High  Complexity  Testing  (for  moderate 
complexity  testing).  Quality  Assurance 
for  Moderate  and  High  Complexity 
Testing,  and  Inspection.  Laboratories 
performing  tests  of  high  complexity  are 
required  to  meet  the  applicable 
requirements  of  the  subparts  concerning: 
Registration  Certificate  and  Certificate 
or  Certificate  of  Accreditation, 
Participation  in  Proficiency  Testing  for 
Laboratories  Performing  Tests  of 
Moderate  and  High  Complexity,  Patient 
Test  Management  for  Mc^erate  and 
High  Complexity  Testing,  Quality 
Control  for  Tests  of  Moderate  and  High 
Complexity.  Personnel  for  Moderate  and 
High  Complexity  Testing  (for  high 
complexity  testing).  Quality  Assurance 
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for  Moderate  and  High  Complexity 
Testing,  and  Inspection. 

Following  publication  of  this  rule, 
manufacturers  of  new  commercial  test 
systems,  assays  or  examinations  may 
submit  their  supporting  data  to  FDA 
simultaneously  with  their  section  510(k) 
and  pre-market  approval  (PMA) 
submissions.  The  TOA,  under  authority 
of  CLIA,  will  determine  the  complexity 
category  using  the  previously  mentioned 
criteria,  notify  the  manufacturer  and 
simultaneously  inform  both  HCFA  and 
CDC  of  the  test  categorization.  In  the 
case  of  a  request  for  a  change  of 
category  or  for  devices/tests  that  have 
not  been  previously  categorized.  FDA 
will  receive  the  request  application  and 
determine  the  device/ test 
categorization.  In  cases  when  new 
devices/ tests  cannot  be  easily 
categorized  or  if  a  manufacturer  appeals 
an  initial  categorization  decision  by 
FDA,  FDA  will  consult  with  CDC.  Test 
categorization  will  be  effective  as  of  the 
notification  to  the  applicant. 

For  test  systems,  assays,  or 
examinations  not  commercially 
available,  a  laboratory  or  professional 
group  may  submit  a  written  request  to 
PHS.  These  requests  will  be  forwarded 
to  CDC  for  evaluation;  CDC  will  notify 
the  applicant,  HCFA,  and  FDA  of  its 
decision.  In  the  case  of  a  request  for  a 
change  of  category  or  for  tests  that  have 
not  been  previously  categorized.  PHS 
will  receive  the  request  application  and 
forward  it  to  CDC  for  evaluation.  Test 
categorization  will  be  effective  as  of  the 
notification  to  the  applicant. 

Prior  to  categorization  as  provided 
under  this  rule,  any  laboratory  test 
system,  assay,  or  examination  that  does 
not  appear  on  the  list  of  tests  published 
in  a  notice  in  the  Federal  Register  will 
be  considered  a  test  of  high  complexity 
until  HHS,  upon  request,  reviews  and 
makes  a  final  determination  of  test 
categorization.  If  the  request  is  part  of 
the  510(k)/PMA  process,  determination 
of  device/test  categorization  will  be 
completed  within  the  510(k)/PMA  time 
frame.  If  the  request  is  not  a  part  of  the 
510(k)/PMA  process,  the  device/test 
categorization  will  be  made  within  120 
days  of  the  request 

Any  test  system,  assay,  or 
examination  will  be  considered  for 
recategorization  not  more  frequently 
than  once  per  year.  We  are  creating  a 
new  §  493.17,  Test  categorization,  which 
explains  the  categorization  process  for 
test  systems,  assays  and  examinations. 

PHS  will  publish  updates  of  test 
categorizations  periodically  in  the 
Federal  Register  for  comment.  The 
following  generic  lists  containing 
moderate  and  high  complexity  tests  are 
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provided  to  assist  laboratories  in 
evaluating  their  complexity  of  testing. 
These  lists  may  not  encompass  exact 
descriptions  of  all  laboratory  tests. 
However,  PHS  is  planning  to  publish 
periodic  lists  of  tests  in  the  Federal 
Register  which  will  contain  specific  test 
systems,  assays  and  examination  by  test 
complexity  category,  as  speciHed  in 
§  493.17.  (We  note  that  published 
elsewhere  today  in  the  Federal  Register 
as  a  Notice  we  are  providing  the  first 
listing  of  speciHc  tests  that  have  been 
scored  for  purposes  of  categorization.) 

We  are  specifically  not  providing  an 
opportunity  for  comment  prior  to  the 
effective  date  of  the  decision  for  two 
reasons.  First,  we  foresee  that  for  the 
many  tests  that  will  be  categorized  in 
either  the  moderate  complexity  or 
waiver  category,  it  would  be  unfair  to 
both  laboratories  and  manufacturers  to 
further  extend  the  time  that  a  particular 
test  would  have  to  be  treated  as  one  of 
high  complexity  and  thus  be  subject  to 
stricter  regulation  than  is  necessary. 
Second,  by  submitting  the  criteria  for  the 
categorization  of  tests  to  notice  and 
comment  rulemaking,  as  is  the  case  with 
this  rule,  we  believe  that  the  public  will 
have  already  shared  in  the  shaping  of 
the  most  critical  aspect  of  this  process. 

Moderate  complexity  test  list.  The 
following  test  procedures,  assays,  and 
examinations  are  categorized  as  tests  of 
moderate  complexity  unless  categorized 
otherwise  as  provided  under  §  493.15  (a) 
or  (c): 

(1)  Clinical  cytogenetics.  No  procedures. 

(2)  Histopathology.  No  procedures. 

(3)  Histocompatibility.  No  procedures. 

(4)  Cytology.  No  procedures. 

(5)  Bacteriology. 

(i)  Primary  culture  inoculation; 

(ii)  Urine  culture  and  colony  count 
kits; 

(iii)  Microscopic  evaluation  of  direct 
wet  mount  preparations; 

(iv)  Isolation  and  presumptive 
identiHcation  of  aerobic  bacteria 
from  throat  or  urine  or  cervical/ 
urethral  specimens; 

(v)  Isolation  and  confirmatory 
identification  of  aerobic  bacteria 
from  throat  or  urine  or  cervical/ 
urethral  specimens; 

(vi)  Gram  stain; 

(vii)  Darkfield  examination  for 
Treponema  pallidum-, 

(viii)  Manual  procedures  with  limited 
steps  and  with  limited  sample  or 
reagent  preparation; 

(ix)  Manual  screening  devices  for 
bacteriuria  with  limited  steps  and 
with  limited  sample  or  reagent 
preparation;  and 

(x)  Automated  procedures  that  do  not 
require  operator  intervention  during 


the  analytic  process. 

(6)  Mycobacteriology. 

Direct  acid  fast  smear. 

(7)  Mycology. 

(i)  Primary  culture  inoculation; 

(ii)  Isolation  of  yeast  with 
identiHcation  limited  to  Candida 
albicans-, 

(iii)  Identification  procedures  for 
Candida  albicans  (excluding  semi- 
automated  and  semi-quantitative 
procedures); 

(iv)  Microscopic  evaluation  of  direct 
wet  mount  preparations; 

(v)  Tests  using  selective  media  for  the 
presence  or  absence  of 
dermatophytes; 

(vi)  Microscopic  evaluation  of  KOH 
preparations; 

(vii)  Manual  procedures  with  limited 
steps  and  with  limited  sample  or 
reagent  preparation;  and 

(viii)  Automated  mycology  procedures 
that  do  not  require  operator 
intervention  during  the  analytic 
process. 

(8)  Parasitology. 

(i)  Microscopic  evaluation  of  pinworm 
preparations; 

(ii)  Microscopic  evaluation  of  direct 
wet  mount  preparations  for  the 
presence  or  absence  of  parasites; 

(iii)  Manual  procedures  with  limited 
steps  and  with  limited  sample  or 
reagent  preparation;  and 

(iv)  Culture  devices  indicating  the 
presence  or  absence  of 
Trichomonas  vaginalis. 

(9)  Virology. 

(i)  Manual  procedures  with  limited 
steps  and  with  limited  sample  or 
reagent  preparation;  and 

(ii)  Automated  procedures  that  do  not 
require  operator  intervention  during 
the  analytic  process. 

(10)  Immunology. 

(i)  Automated  procedures  that  do  not 
require  operator  intervention  during 
the  analytic  process; ' 

(ii)  Darkfield  examinations  for 
Treponema  pallidum:  and 

(iii)  Manual  procedures  with  limited 
steps  and  with  limited  sample  or 
reagent  preparation; 

(11)  Chemistry  (Routine /Endocrinology/ 
Toxicology) 

(i)  Automated  procedures  that  do  not 
require  operator  intervention  during 
the  analytic  process; 

(ii)  Automated  blood  gas  analyses 
that  do  not  require  operator 
intervention  during  the  analytic 
process  (such  as  instruments  that 
have  an  automated  process  for 
calibration,  sample  intake  and 
flushing  of  sample  lines); 

(iii)  Whole  blood  measurements  using 
test  stripmeters,  excluding  glucose 
monitoring  devices  cleared  by  FDA 


specifically  for  home  use; 

(iv)  Osmolality  measurements;  and 

(v)  Manual  procedures  with  limited 
steps  and  with  limited  sample  or 
reagent  preparation. 

(12)  Urinalysis. 

(i)  Microscopic  analysis  of  urinary 
sediment;  and 

(ii)  Automated  urinalysis  procedures 
that  do  not  require  operator 
intervention  during  the  analytic 
process. 

(13)  Hematology. 

(i)  Automated  hematology  procedures 
without  differentials  that  do  not 
require  operator  intervention  during 
the  analytic  process; 

(ii)  Automated  hematology  procedures 
with  differentials  that  do  not  require 
operator  intervention  during  the 
analytic  process  and  that  do  not 
require  an  analyst  to  interpret  a 
histogram  or  scattergram; 

(iii)  Manual  white  blood  cell 
differential  counts  when  the  analyst 
is  not  required  to  identify  atypical 
cells; 

(iv)  Automated  procedures  that  do  not 
require  operator  intervention  during 
the  analytic  process; 

(v)  Manual  hematology  procedures 
with  limited  steps  and  with  limited 
sample  or  reagent  preparation;  and 

(vi)  Manual  coagulation  procedures 
with  limited  steps  and  with  limited 
sample  or  reagent  preparation. 

(14)  Immunohematology. 

(i)  Manual  or  semi-automated 
procedures  with  limited  steps  and 
with  limited  sample  or  reagent 
preparation;  and 

(ii)  Automated  procedures  that  do  not 
require  operator  intervention  during 
the  analytic  process. 

(15)  Other. 

(i)  Semen  analysis  for  the  presence  or 
absence  of  sperm; 

(ii)  Occult  blood  on  body  fluids; 

(iii)  Crystal  emalysis  on  joint  fluid;  and 

(iv)  Viscosity. 

High  complexity  test  list.  The 
following  test  procedures,  assays,  and 
examinations  are  categorized  as  tests  of 
high  complexity  unless  categorized 
otherwise  as  provided  under  §  493.15  (a) 
or  (c): 

(1)  Clinical  cytogenetics.  All  procedures. 

(2)  Histopathology.  All  procedures. 

(3)  Histocompatibility.  All  procedures. 

(4)  Cytology.  All  procedures. 

(5)  Bacteriology. 

(i)  Isolation  and  identification  of 
aerobic  and  anaerobic  bacteria 
from  specimens  that  are  not 
specified  in  moderate  complexity; 

(ii)  Automated  or  semi-automated 
procedures  that  do  require  operator 
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intervention  during  the  analytic 
process: 

(iii)  Serogrouping  or  typing: 

(ivj  Antigen  or  toxin  test  procedures 
or  kits  requiring  microscopic 
Avaluation: 

(v)  Manual  procedures  with  multiple 
steps  in  sample  or  reagent 
preparation  or  the  analytic  process: 
and 

(vi)  Semi-automated  nonculture  urine 
screening  devices  predicting 
bacteriuria. 

(6)  Mycobacteriology. 

(i)  Concentration,  smear,  and  primary 
culture  inoculation; 

(ii)  Isolation  and  identification 
techniques: 

(iii)  Antimycobacterial  susceptibility 
testing: 

(iv)  Manual  procedures  with  multiple 
steps  in  sample  or  reagent 
preparation  or  the  analytic  process: 
and 

(v)  Automated  or  semi-automated 
procedures  that  do  require  operator 
intervention  during  the  analytic 
process. 

(7 1  Mycology. 

(i)  Isolation  and  identification  of  all 
fungi  not  specified  in  moderate 
complexity: 

(ii)  Identification  techniques  requiring 
interpretative  skills; 

(iii)  Automated  or  semi-automated 
mycology  procedures  that  do 
require  operator  intervention  during 
the  analytic  process;  and 

(iv)  Manual  procedures  with  multiple 
steps  in  sample  or  reagent 
preparation  or  the  analytic  process. 

(8)  Parasitology. 

(i)  Identification  techniques  requiring 
interpretative  skills; 

(ii)  Concentration  or  differential 
staining  techniques; 

(iii)  Antigen  test  procedures  or  kits 
requiring  microscopic  evaluation; 
and 

(iv)  Manual  procedures  with  multiple 
steps  in  sample  or  reagent 
preparation  or  the  analytic  process. 

(9)  Virology. 

(i)  Isolation  and  identification 
techniques; 

(ii)  Antigen  test  procedures  or  kits 
requiring  microscopic  evaluation: 

(iii)  Manual  procedures  with  multiple 
steps  in  sample  or  reagent 
preparation  or  the  analytic  process; 
and 

(iv)  Automated  or  semi-automated 
procedures  that  do  require  operator 
intervention  during  the  analytic 
process. 

(  0)  Immunology. 

'i)  Gel  based  immunochemical 
procedures: 
li)  Electrophoresis: 


(iii)  Western  blot: 

(iv)  Immunoassay  methods  requiring 
microscopic  evaluations: 

(v)  Procedures  requiring  cell  or  tissue 
culture  techniques; 

(vi)  Automated  or  semi-automated 
procedures  that  do  require  operator 
intervention  during  the  analytic 
process; 

(vii)  Cell  phenot>'ping  and  analysis; 

(viii)  Radioimmunoassays:  and 

(ix)  Manual  procedures  with  multiple 
steps  in  sample  or  reagent 
preparation  or  the  analytic  process. 

(11)  Chemistry  (Routine /Endocrinology/ 
Toxicology). 

(i)  Manual  procedures  with  multiple 
steps  in  sample  or  reagent 
preparation  or  the  analytic  process: 

(ii)  Atomic  absorption; 

(iii)  Flame  photometry; 

(iv)  Electrophoresis; 

(v)  Gel-based  immunochemical 
procedures; 

(vi)  Blood  gas  analyses  that  do  require 
operator  intervention  to  calibrate 
the  instrument,  equilibrate  gas 
supplies,  introduce  sample  into 
measuring  chambers  or  flush 
sample  lines; 

(vii)  Automated  or  semi-automated 
procedures  requiring  operator 
intervention  during  the  analytic 
process: 

(viii)  Anodic  stripping  voltometry; 

(ix)  Radioimmunoassays;  and 

(x)  Mass  spectrometry. 

(12)  Urinalysis. 

Automated  or  semi-automated 
procedures  that  do  require  operator 
intervention  during  the  analytic  process. 

(13)  Hematology. 

(i)  Manual  reticulocyte  counts: 

(ii)  Hemoglobin  electrophoresis: 

(iii)  Bone  marrow  evaluation; 

(iv)  Manual  coagulation  procedures 
with  multiple  steps  in  sample  or 
reagent  preparation  or  the  analytic 
process; 

(v)  Manual  cell  counts: 

(vi)  Automated  or  semi-automated 
procedures  that  do  require  operator 
intervention  during  the  analytic 
process; 

(vii)  Manual  white  blood  cell 
differential  counts  when  the  analyst 
is  required  to  identify  atypical  cells; 

(viii)  Manual  hematology  procedures 
with  multiple  steps  in  sample  or 
reagent  preparation  or  the  analytic 
process. 

(ix)  Flow  cytometry:  and 

(x)  Manual  platelet  counts. 

(14)  Immunohematology. 

(i)  Manual  procedures  with  multiple 
steps  in  sample  or  reagent 
preparation  or  the  analytic  process: 

(ii)  Semi-automated  and  automated 


procedures  that  do  require  operator 
intervention  during  the  analytic 
process:  and 

(iii)  Compatibility  testing,  which 
includes  any  of  the  following  when 
performed  in  the  process  of 
determining  donor/recipient 
compatibility: 

(A)  Recipient  and  donor  ABO  group/ 
D(Rho)  type/special  antigen  typing; 

(B)  Direct  antiglobulin  test; 

(C)  Unexpected  antibody  detection 
and  identification:  and 

(D)  Crossmatch  procedures. 

(15)  Other. 

(i)  Semen  analysis  (quantitative);  and 

(ii)  Eye  bank  microscopy  procedures. 

Section  493.15  Laboratories 
Performing  Waived  Tests 

Approximately  4.650  comments  were 
received  in  response  to  the  proposed  list 
of  waived  tests,  while  approximately 
175  individuals  and  organizations 
provided  comments  on  the  proposed 
criteria  for  certificate  of  waiver  test. 
About  670  comments  were  in  favor  of 
applying  standards  for  quality 
assurance,  quality  control  and  personnel 
to  certificate  of  waiver  laboratories. 

Comment  Many  commenters 
suggested  changing,  adding  or  deleting 
the  criteria  for  certificate  of  w'aiver.  A 
few  suggested  that  the  criterion  “no 
reasonable  risk  of  harm  to  the  patient  if 
the  test  is  performed  incorrectly"  be 
deleted. 

Response;  The  primary  criterion  for 
placing  a  test  on  the  waived  list  is  that 
the  test  is  so  simple  to  perform,  when 
following  acceptable  laboratory 
practices  (that  is,  not  using  out-of-date 
materials,  and  following  manufacturers 
directions),  that  the  likelihood  of  an 
erroneous  result  is  extremely  small.  This 
assessment  is  based  on  our 
determination  that  the  method  used  for 
testing  involves  a  stable  test  system 
which  is  simple,  requiring  no  extensive 
quality  control  or  environmental  control. 
Therefore,  based  on  the  characteristics 
of  a  waived  test,  we  feel  that  there  is 
minimal  training  and  experience 
required  in  performing  these  tests  and 
that  there  is  minimal  interpretative  and 
judgmental  skills  required  by  the 
analyst. 

We  agree  that  there  is  no  test  which 
carries  with  it  absolutely  no  risk  of  harm 
if  performed  erroneously.  If  a  medical 
test  is  performed  erroneously  and  an 
inappropriate  action  is  taken,  risk  of 
ham  to  the  patient  may  result. 

However,  we  do  not  feel  that  the  tests 
on  the  certificate  of  waiver  list  present 
an  insignificant  risk  of  an  erroneous 
result  and.  therefore,  are  exempt. 
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The  proposed  rule  included  tests 
cleared  by  FDA  for  home  use  as  a 
criterion  for  a  waived  test.  We  have  not 
deleted  this  criterion.  However,  it 
cannot  be  a  sole  criterion  for  qualifying 
as  a  waived  test,  since  all  home  use 
tests  may  not  meet  the  criteria  for  a 
waived  test. 

The  criteria  for  waived  tests  are: 

Test  systems  that  are  simple 
laboratory  examinations  and  procedures 
which — 

•  Are  cleared  by  FDA  for  home  use: 

•  Pose  no  reasonable  risk  of  harm  to 
the  patient  if  the  test  is  performed 
incorrectly:  or 

•  Employ  methodologies  that  are  so 
simple  and  accurate  as  to  render  the 
likelihood  of  erroneous  results 
negligible. 

Comment:  A  large  number  of 
commenters  suggested  modibcations  to 
the  list  of  waived  tests.  Many 
recommended  deleting  tests  and  moving 
them  to  either  level  I  or  level  II  (now 
moderate  and  high  complexity).  The 
majority  of  commenters  suggested 
moving  examinations  or  tests  that 
require  the  use  of  a  microscope  to  a 
higher  level  because,  according  to 
commenters,  these  tests  or  examinations 
require  a  higher  degree  of  training  and 
involve  independent  judgement  by  the 
analyst.  A  very  large  number  of 
physicians  recommended  adding  to  the 
waived  test  list  those  tests  used  by  a 
physician  to  treat  his/her  own  patients. 

Response:  Section  353(d)p)  of  the  PHS 
Act  states  that  there  are  "simple 
laboratory  examinations  and 
procedures"  that  will  not  be  subject  to 
the  regulations.  Using  the  criteria 
outlined  in  the  PHS  Act,  and  in 
§  493.15(a)  of  these  regulations,  eight 
tests  w'ere  selected  for  the  waived 
category.  The  blood  glucose  monitors 
cleared  by  FDA  specibcally  for  home 
use  have  been  placed  in  the  waived 
category.  Any  new  tests  that  have  been 
determined  by  HHS  to  meet  the  criteria 
for  waived  tests  will  be  placed  in  that 
category  by  HHS. 

A  number  of  the  originally  proposed 
28  waived  tests  were  removed  from  the 
list  of  waived  tests  because  they  did  not 
meet  the  revised  criteria  for  waived 
tests. 

We  have  taken  into  consideration  the 
suggestions  of  the  commenters  and 
modiHed  the  quality  control,  personnel, 
and  quality  assurance  standards  of  the 
regulations  for  non-waived  tests  which 
will  allow  a  laboratory  currently  in 
operation  to  continue  to  perform  testing. 

As  previously  mentioned,  HHS  will 
determine  whether  a  new  test  meets  or 
does  not  meet  the  criteria  for  a  waived 
test. 


Comment:  Many  commenters 
suggested  that  quality  control  and/or 
proficiency  testing  be  required  for 
laboratories  holding  a  certificate  of 
waiver.  Some  commenters 
recommended  that  personnel  in 
laboratories  performing  only  waived 
tests  be  subject  to  qualification 
requirements. 

Response:  Section  353(d)(2)(C)  of  the 
PHS  Act  specifies  that  quality 
assurance,  quality  control,  personnel, 
proficiency  testing  and  inspections 
should  not  be  applicable  to  certificate  of 
waivers  laboratories.  We  agree  with  the 
commenters  that  it  is  the  general 
responsibility  of  any  laboratory 
performing  waived  tests  to  follow 
manufacturers’  instructions  for 
performing  tests.  This  requirement  is 
included  in  §  493.15(e)  of  these 
regulations. 

Section  493.20  Laboratories 
Performing  Level  I  Tests  (Now 
Laboratories  Performing  Tests  of 
Moderate  Complexity) 

Approximately  6,850  comments  were 
received  from  individuals  and 
organizations  objecting  to  the  proposed 
level  I  test  list.  Nearly  2,000  comments 
concerned  the  applicability  of  the 
quality  control,  proficiency  testing  and 
personnel  requirements  for  level  1 
testing.  Approximately  1,250  comments 
were  in  opposition  to  the  proposed 
requirement  that  abnormal  level  I 
screening  test  results  for  previously 
undiagnosed  conditions  be  verified 
using  a  more  specific  level  II  test 
method. 

Comment:  Many  commenters 
expressed  concern  about  the  proposed 
criteria  for  level  I  tests.  A  few 
commenters  suggested  changing, 
deleting  or  adding  to  these  criteria.  A 
few  expressed  the  opinion  that  “risk  of 
harm"  is  too  vague  and  indeterminate  to 
be  used  as  a  criterion. 

Response:  We  have  taken  into 
consideration  the  concerns  expressed  by 
the  commenters  and  have  provided 
revised  criteria  for  tests  of  moderate 
complexity  as  stated  in  §  493 17(a).  The 
proposed  rule  included  a  "risk”  criterion 
as  well  as  the  criterion  pertaining  to 
"the  risk  of  erroneous  results  is 
present".  These  criteria  have  been 
deleted.  The  revised  criteria  for  tests  of 
moderate  complexity  take  into 
consideration  the  analyst  involvement 
and  the  complexity  of  the  test. 

Comment:  Many  commenters 
suggested  moving  tests  from  level  I  to 
the  certificate  of  waiver  category  to 
allow  the  testing  to  continue  in  their 
laboratory  and  not  interfere  with  patient 
care.  Other  commenters  recommended 
moving  tests  from  the  certificate  of 


waiver  to  level  I  because,  in  their 
opinion,  some  of  the  proposed  waived 
tests  required  training  and  involved 
some  degree  of  judgement  and 
interpretation  by  the  analyst.  A  very 
large  number  of  commenters  suggested 
moving  tests  from  level  II  to  level  I  so  as 
to  not  impede  or  interrupt  services 
presently  being  provided  to  patients  in 
doctor’s  offices. 

Response:  We  have  taken  into 
consideration  the  commenters’ 
suggestions  in  revising  the  list  of  tests 
for  moderate  complexity.  Rather  than 
using  a  model  based  strictly  on  analyte, 
as  was  previously  proposed,  we  have 
taken  into  consideration  the 
methodology  for  test  systems,  assays 
and  examinations  in  categorizing  tests. 

Using  the  revised  criteria  specified  in 
§  493.17(a)  and  the  scoring  scheme 
previously  mentioned,  some  tests  that 
were  proposed  as  waived  tests  are  now 
categorized  as  tests  of  moderate 
complexity.  As  a  result  of  this  change, 
performance  of  these  tests  is  now 
subject  to  patient  test  management, 
quality  control,  proficiency  testing, 
personnel  and  quality  assurance 
standards.  Other  tests  previously 
proposed  as  level  II  tests,  when  using 
the  new  categorization  process,  are  now 
categorized  as  tests  of  moderate 
complexity.  In  most  instances,  these 
changes  should  allow  a  laboratory  to 
continue  at  their  present  level  of 
operation  and  not  impede  services  to 
patients,  provided  the  laboratory  meets 
the  applicable  requirements  for 
personnel  as  stated  in  Subpart  M 
(Personnel  for  Moderate  and  High 
Complexity  Testing)  for  tests  of 
moderate  complexity:  patient  test 
management  requirements  as  specified 
in  Subpart  J  (Patient  Test  Management 
for  Moderate  and  High  Complexity 
Testing):  quality  control  standard 
specified  in  Subpart  K  (Quality  Control 
for  Tests  of  Moderate  and  High 
Complexity)  and  quality  assurance 
standards  specified  in  Subpart  P 
(Quality  Assurance  for  Tests  of 
Moderate  and  High  Complexity). 

Comment:  Many  commenters  opposed 
the  personnel  requirements  for  level  I 
laboratories  and  suggested  changing  the 
personnel  requirements  for  the  director 
to  allow  specialists,  such  as  physicians 
and  other  individuals,  to  qualify  as 
director  of  laboratories  that  are  located 
in  areas  where  there  is  a  shortage  of 
personnel  meeting  the  requirements 
proposed  for  level  I  laboratories.  They 
also  stated  that  the  requirements 
proposed  for  director  of  a  level  I 
laboratory  would  unjustifiably  exclude 
many  qualified  medical  professionals 
from  performing  this  function. 
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Reponse:  In  response  to  the 
comments,  we  have  revised  the 
personnel  standards  for  laboratories 
performing  tests  of  moderate 
complexity.  A  physician  performing 
tests  of  moderate  complexity  may 
qualify  to  direct  his/her  own  laboratory 
as  stated  in  this  regulation  at 
§  493.1405(b)(2).  The  qualiHcations  and 
responsibilities  for  personnel  for 
moderate  complexity  testing  are 
specified  in  Subpart  M  (Personnel  for 
Moderate  and  High  Complexity  Testing). 

Comment:  A  large  number  of 
commenters  disagreed  with  the 
regulation  requiring  that  abnormal  level 
I  screening  test  results  be  veribed  by  a 
level  II  test  method. 

Response:  We  agree  with  the 
commenters  and  have  deleted  this 
proposed  requirement,  S  493.15(c),  from 
the  regulations. 

Section  493.25  Laboratories 
Performing  Level  //  Tests  (Now 
Laboratories  Performing  Tests  of  High 
Complexity) 

Approximately  16,230  comments 
suggested  changes  to  the  tests  included 
in  level  II.  We  received  nearly  2,840 
comments  that  expressed  concern  about 
the  applicability  of  the  personnel, 
quality  control  and  proficiency  testing 
requirements  to  level  II  testing. 
Approximately  140  comments  suggested 
changes  in  the  proposed  criteria  for 
level  II  tests.  A  few  comments  were 
received  concerning  paragraph  (d)  of 
this  section  which  specified  that 
laboratories  that  perform  level  I  tests 
would  be  subject  to  the  level  I  personnel 
requirements  and  applicable 
requirements  pertaining  to  proficiency 
testing,  patient  test  management,  quality 
control,  quality  assurance,  inspections 
and  computer  systems. 

We  received  a  few  comments  in 
response  to  “whether  there  are  specific 
additional  in  vitro  diagnostic  medical 
devices  which  should  be  subject  to  the 
lesser  requirements  of  the  waived  or 
level  I  category  rather  than  level  II.” 

Comment:  Many  commenters  opposed 
the  criteria  for  level  II  tests. 

Commenters  offered  various  suggestions 
for  changing,  deleting  or  adding  criteria 
for  level  II  tests.  A  few  felt  that  the 
“risk”  criterion  was  unclear  and  could 
not  be  consistently  applied. 

Response:  We  have  considered  the 
concerns  of  the  commenters  and  we 
have  provided  revised  criteria  for  tests 
of  high  complexity  as  specitied  in 
§  493.17(a).  The  “risk”  criteria  in  the 
proposed  rule  have  been  deleted.  The 
revised  criteria  take  into  consideration 
the  analyst  involvement  and  the 
complex  of  the  test. 


Comment:  many  commenters 
recommended  moving  tests  from  level  II 
to  either  the  waiver  or  level  I  categories. 
Some  commenters  suggested  moving 
tests  from  the  waived  or  level  I  to  the 
level  II  category. 

Response:  Using  the  revised  criteria 
for  tests  of  high  complexity  and  the 
scoring  scheme  previously  mentioned, 
many  tests  that  were  in  level  II  have 
been  placed  in  the  moderate  complexity 
category.  On  the  other  hand,  tests  that 
require  specialized  training,  knowledge 
and  experience  that  were  proposed  for 
level  I  or  waived  have  been 
recategorized  into  a  higher  category  of 
testing  using  these  revised  criteria. 

As  previously  mentioned,  HHS  will 
determine  whether  a  new  test  meets  or 
does  not  meet  the  criteria  for  a  test  of 
high  complexity. 

Comment  Commenters  opposed  the 
personnel  requirements  for  level  U 
laboratories.  They  expressed  concern 
that  physicians  in  a  level  I  laboratory 
performing  some  proposed  level  II  tests 
could  not  direct  their  own  laboratory. 
Some  voiced  opposition  to  the  proposed 
quality  control  and  proHciency  testing 
requirements. 

Response:  In  developing  the 
complexity  model,  we  have  taken  into 
consideration  the  concerns  raised  by  the 
commenters  and  have  revised  the 
personnel  standards  for  laboratories 
performing  tests  of  high  complexity.  The 
qualifications  and  responsibilities  for 
personnel  for  high  complexity  testing 
are  specified  in  subpart  M.  The  quality 
control  standards  for  tests  of  high 
complexity  are  listed  in  Subpart  K 
(Quality  Control  for  Tests  of  Moderate 
and  High  Complexity),  with  the 
proficiency  testing  requirements 
specified  in  Subpart  H  (Participation  in 
F^oHciency  Testing  for  Laboratories 
Performing  Tests  of  Moderate  and  High 
Complexity).  In  addition,  many  of  the 
test  systems,  assays,  and  examinations 
previously  categorized  as  level  II  are 
now  categorized  as  tests  of  moderate 
complexity.  Based  on  the  revised 
criteria  for  categorization,  physicians 
who  meet  the  qualifications  for  director 
of  a  moderate  complexity  laboratory 
will  be  able  to  perform  these  tests. 

Comment:  A  few  commenters 
recommended  that  all  tests  should  have 
the  same  standard  (level  I  and  level  II) 
rather  than  a  laboratory  which  performs 
more  than  one  level  of  testing  to  meet 
separate  requirements  for  each  level. 

Response:  We  are  retaining  the 
requirement  that  a  laboratory 
performing  tests  of  moderate  complexity 
will  only  have  to  meet  the  applicable 
standards  for  tests  of  moderate 
complexity  as  specified  in  these 
regulations,  and  a  laboratory  performing 


tests  of  high  complexity  will  have  to 
meet  the  applicable  standards  in  these 
regulations  for  tests  of  high  complexity. 

Comment:  In  the  preamble  to  the 
proposed  rule,  we  requested  comments 
on  whether  there  are  specific  additional 
in  vitro  diagnostic  medical  devices 
which  should  be  subject  to  the  lesser 
requirements  of  the  waived  or  level  I 
category  rather  than  level  II.  A  few 
commenters  suggested  that  laboratory 
test/device  categorization  should  be 
coordinated  with  FDA  categorization 
and  clearance  of  new  devices,  but  no 
speciHc  devices  were  suggested  for 
placement  in  lower  levels  of  testing. 

Response:  GDC,  FDA  and  HCFA  have 
worked  together  to  revise  the 
complexity  model,  taking  into 
consideration  the  review  and  clearance 
process  of  FDA.  HHS  will  serve  as  the 
primary  decision  making  body  on  issues 
relating  to  test  categorization  and 
recategorization. 

Section  493.30  Determination  of  Test 
Levels  and  Waived  Test  Requirements 

We  received  approximately  230 
comments  in  response  to  the  proposed 
establishment  of  a  technical  advisory 
committee.  We  received  about  15 
comments  in  response  to  the  request  for 
suggestions  on  information  to  be 
submitted  for  test  categorization  or 
recategorization. 

Comment:  The  concept  of  establishing 
a  technical  advisory  committee  was 
generally  supported  by  the  commenters 
but  some  expressed  concern  about  the 
composition  of  the  committee,  its 
functions,  and  the  frequency  of  meeting. 
Some  of  the  suggestions  were: 

•  Establish  the  committee 
immediately; 

•  Identify  the  types  of  individuals  or 
representatives  to  be  included  in  the 
committee: 

•  Specify  the  committee 
responsibilities  and  functions;  and 

•  Establish  a  specific  frequency  for 
the  committee  to  meet. 

Individual  commenters  provided 
specific  suggestions  concerning  who 
should  be  on  the  committee,  its 
functions  and  meeting  frequency. 

Response:  Once  these  rules  are 
effective,  a  Clinical  Laboratory 
Improvement  Advisory  Committee  will 
be  established  by  HHS  to  advise  and 
make  recommendations  on  technical 
and  scientific  aspects  of  this  regulation 
and  its  provisions.  HHS  may  designate 
specialized  subcommittees  as  necessary. 
This  committee  or  designated 
subcommittees  will  be  composed  of 
individuals  involved  in  the  provision  of 
laboratory  services,  utilization  of 
laboratory  services,  development  of 
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laboratory  testing  devices  or 
methodology  and  others  as  approved  by 
HHS.  The  committee,  or  any  designated 
snbcommittee,  at  the  request  of  HHS. 
will  review  and  make  recommendations 
concerning: 

•  Criteria  for  categorizing  tests  and 
examinations; 

•  Personnel  standards; 

•  Patient  test  management,  quality 
control,  quality  assurance  standards; 

•  Applicability  of  the  standards  to 
new  technologjr.  and 

•  ProHciency  testing  standards 

This  conunittee  or  any  designated 

subcommittee  will  meet  as  needed,  but 
not  less  than  once  per  year.  The 
frequency  of  meeting  depends  on  the 
issues  referred  by  HHS  to  the  committee 
or  designated  subcommittee  for  review 
and  evaluation. 

Comment  One  commenter  disagreed 
with  the  type  information  to  be 
submitted  with  requests  for 
categorization  or  recategorization  and 
questioned  the  value  of  submitting  the 
proposed  information. 

A  few  commenters  suggested  revising 
the  FDA  product  review  process  in  order 
to  establish  a  procedure  that  will 
initially  categorize  tests  into  the 
appropriate  category  of  testing.  One 
commenter  suggested  modifying  the 
information  to  be  submitted  to  include 
the  name  and  description  of  the 
instrument. 

Response:  The  specific  information  to 
be  provided  for  test  categorization  or 
recategorizstion,  as  stated  in  the 
proposed  §  493.30(b).  has  been  deleted. 
CDC,  FDA  and  HCFA  have  worked 
together  to  revise  the  complexity  model. 
As  previously  mentioned.  HHS  will 
review  and  render  decisions  on 
categorization  for  new  tests. 

Changes  to  the  Regulation 
Section  493^  Definitions 

The  definition  of  “challenge”  is  being 
amended  to  include  the  amount  of 
substance  or  analyte  measured.  The 
definition  of  “referee  laboratory”  is 
being  clarified  to  indicate  that  such 
laboratories  are  designated  by  the 
proficiency  testing  program  provider 
and  are  subsequently  reviewed  and 
approved  by  f^S  during  the  approval 
process  for  the  proficiency  testing 
program.  A  laboratory  may  be 
designated  as  a  referee  laboratory  for  a 
test  or  analyte  as  well  as  for  an  entire 
specialty  or  subspecialty.  Since 
proficiency  testing  in  some  areas,  such 
as  compatibility  testing  in 
immunohematology,  requires  both  donor 
and  recipient  specimens,  the  definition 
of  “sample"  has  been  modified  to 
indicate  that,  for  such  areas  of  testing. 


two  separate  vials  or  materials 
constitute  a  sample.  Also  amended  is 
the  dehnidon  of  “target  value”  to  permit 
the  use  of  a  “by  method”  or  “peer 
group”  mean  and  to  allow  ten  or  more 
laboratories  to  constitute  a  method 
group. 

The  definition  of  “authorized  person” 
is  being  revised  to  delete  qiecific 
reference  to  Medicare’s  definition  of  an 
authorized  person.  We  are  retaining  the 
part  of  the  definition  to  provide  that  an 
authorized  person  is  an  individual 
authorized  under  State  law  to  order 
tests  or  receive  test  results. 

The  definition  of  “labcuatory”  is  being 
revised  to  delete  reference  to 
labmatories  performing  research  testing 
on  human  specimens.  Research 
laboratories  have  been  addressed  under 
§  493.3,  Applicability,  of  this  regulation. 

Definitions  have  been  added  for  the 
terms  accredited  institution, 
performance  characteristic,  performance 
specification,  reference  range, 
reportable  range,  unsatisfactory  FT 
performance,  HHS,  and  unsuccessful  FT 
performance. 

Section  493.3  Applicability 

Excluded  fixim  CUA  are  any 
laboratory  or  its  component  that 
performs  testing  only  for  forensic 
purposes,  and  research  laboratories  that 
test  human  specimens  but  do  not  report 
patient  specific  results  for  treatment  or 
diagnostic  purposes,  or  that  are  certified 
by  NIDA  and  in  which  drug  testing  is 
performed  which  meets  NIDA  guideUnes 
and  regulations.  These  roles  do  apply  to 
all  other  testing  conducted  by  a  NIDA- 
certified  laboratory. 

Section  493.10  Categories  of  Tests  by 
Complexity 

We  are  revising  the  proposed  three 
levels  for  categorizing  tests.  We  have 
taken  into  consideration  the 
methodology  for  test  systems,  assays, 
and  examinations  and  have  devised  a 
model  that  categories  all  testing  as 
either  waived,  tests  of  moderate 
complexity  or  tests  of  high  complexity. 

.  Section  493.15  Laboratories 
Performing  Certificate  of  Waiver  Tests 

•  Eight  tests  are  now  included  in  the 
certificate  of  waiver  category. 

•  We  are  adding  the  requirement  that 
laboratories  performing  waived  tests 
have  a  general  responsibility  to  follow 
manufacturers’  instructions  for 
performing  tests. 

•  We  are  adding  the  process  for 
revisions  to  the  list  of  waived  tests. 

Section  493.17  Test  Categorization 

•  We  are  adding  this  section  to 
collectively  explain  the  categorization 


process  for  test  systems,  assays  and 
examinations.  Revised  criteria  for  tests 
of  moderate  and  high  complexity,  which 
are  used  for  categorizing  tests,  are 
defined  in  this  section,  as  well  as  the 
scoring  system  that  we  developed  using 
each  of  the  criteria. 

•  We  are  including  in  paragraph  (b) 
the  process  for  proposing  revisions  of 
the  criteria. 

•  We  are  including  in  paragraph  (c) 
the  process  for  categorizing  tests  after 
publication  of  this  rule. 


•  We  are  deleting  the  test  list  from 
this  section. 

•  We  are  deleting  from  this  section 
the  function  of  the  technical  advisory 
committee,  now  the  Clinical  Laboratory 
Improvement  Advisory  Committee  in  the 
categorization/recategorization  of  tests. 

•  We  are  deleting  the  requirement 
that  all  abnormal  level  I  screening  test 
results  be  verified  by  a  level  II  test 
method. 

Section  49325  Laboratories 
Performing  Level  II  Tests  (Now 
Laboratories  Performing  Tests  of  High 
Complexity) 

•  No  substantive  changes  are  made  to 
this  section. 

Section  493.30  Determination  of  Test 
Levels  and  Waived  Test  Requirements 

•  A  new  Subpart  T,  Consultation,  is 
being  created  which  explains  the 
creation,  responsibilities,  composition 
and  frequency  of  meeting  of  the  Clinical 
Laboratory  Improvement  Advisory 
Committee  or  designated  subcommittee. 

•  The  requested  information  to  be 
submitted  for  test  categorization  or 
recategorization,  as  specified  in 
proposed  $  493.30(b),  has  been  deleted. 


We  proposed  that  all  laboratories, 
performing  only  waived  tests,  must  file  a 
separate  application  for  each  laboratory 
location.  The  application  must  be  filed 
on  a  form  prescribed  by  HCFA  and 
signed  by  the  owner  or  an  authorized 
representative  of  the  laboratory.  As 
required  by  section  353(d)(1)(A)  of  the 
PHS  Act,  the  application  would  also 
describe  the  characteristics  of  the  test 
procedures  or  examinations  performec 
by  the  laboratory  including;  the  total 
number  and  types  of  laboratory  tests 


Section  493.20  Laboratories 
Performing  Level  I  Tests  (Now 
Laboratories  Performing  Tests  of 
Moderate  Complexity) 


Subpart  B — Certificate  of  Waiver 

Summary  of  the  Proposed  Rule 

Section  493.35  Application  for  a 
Certificate  of  Waiver 
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and  examinations  performed;  the 
methodologies  for  laboratory  procedures 
and  examinations  employed  and  the 
qualifications  of  the  personnel  directing 
and  supervising  the  laboratory  and 
performing  the  tests.  As  also  required  by 
the  PHS  Act,  the  laboratory  must  agree 
to  make  records  available  and  submit 
reports  to  HHS,  as  necessary. 

Additionally,  we  proposed  that 
laboratories  performing  waived  tests 
must  permit  unannounced  inspections 
by  HHS,  as  discussed  below,  on  a 
random  basis  to  verify  that  they  are 
performing  only  those  tests  specified  on 
the  waived  list  in  §  493.15,  to  collect 
information  for  the  addition,  deletion,  or 
continued  inclusion  of  tests  on  the 
waived  list,  to  evaluate  complaints  from 
the  public,  and  to  investigate  when  HHS 
has  substantive  reason  to  believe  that 
testing  is  being  performed  in  a  manner 
that  constitutes  a  hazard  to  patient 
health  and  safety. 

Section  493.37  Requirements  for 
Certificate  of  Waiver 

We  proposed  that  for  HHS  to  issue  a 
laboratory  a  certificate  of  waiver,  the 
laboratory  must  meet  the  general 
application  requirements  as  well  as  the 
specific  certificate  of  waiver  application 
requirements  and  pay  the  fee  specified 
by  HHS  for  certificate  of  waiver.  It 
should  be  noted  that  laboratories 
performing  only  waived  tests  would  not 
be  issued  registration  certificates 
because  these  laboratories  would  not  be 
subject  to  the  requirements  of  CLIA  and 
HHS  would  not  need  to  determine 
compliance  with  the  requirements  of  the 
subparts  dealing  with  Participation  in 
Proficiency  Testing  for  Laboratories 
Performing  Tests  of  Moderate  and  High 
Complexity,  Patient  Test  Management 
for  Moderate  and  High  Complexity 
Testing,  Quality  Control  for  Tests  of 
Moderate  and  High  Complexity, 
Laboratory  Information  Systems, 
Personnel  for  Moderate  and  High 
Complexity  Testing,  and  Quality 
Assurance  for  Moderate  and  High 
Complexity  Testing.  After  issuance  of  a 
certihcate  of  waiver,  we  proposed  that 
laboratories,  in  accordance  with 
§  493.39,  must  notify  HHS  before 
performing  and  reporting  any  test  not 
listed  as  a  waived  test  in  §  493.15; 
within  six  months  of  any  deletions  or 
changes  in  test  methodologies;  and 
within  thirty  days  of  all  changes  in 
ownership,  name  and  location.  In 
addition,  we  proposed  that  laboratories 
issued  a  certificate  of  waiver  must 
permit  unannounced  inspections  by 
HHS: 

•  When  HHS  has  substantive  reason 
to  believe  that  testing  is  being 


performed  in  a  manner  that  constitutes  a 
hazard  to  patient  health  and  safety; 

•  To  evaluate  complaints  from  the 
public; 

•  On  a  random  basis  to  determine 
whether  the  laboratory  is  performing 
non-waived  tests;  and 

•  To  collect  information  for  the 
addition,  deletion,  or  continued 
inclusion  of  waived  tests. 

We  believe  that  certificate  of  waiver 
laboratories,  while  exempted  from 
routine  inspections  under  section 
353(d)(2)(C]  of  the  PHS  Act,  are 
nevertheless  subject  to  extraordinary 
inspections  in  these  four  specific  areas 
through  our  enforcement  authority 
contained  in  section  353(i]  of  the  PHS 
Act.  This  section  reserves  to  the 
Secretary  the  right  to  make  reasonable 
requests  to  inspect  a  laboratory’s 
operations  if  there  is  cause  to  question 
whether  the  laboratory  is  operating  in  a 
lawful  and  safe  manner.  While 
subsection  (i)  speaks  to  certificates,  it  is 
clear  from  sections  353  (b)  and  (c)  of  the 
PHS  Act  that  this  term  encompasses 
certificates  of  waiver  as  well.  Such 
inspections  would  not  be  routine. 

Indeed,  as  a  routine  matter,  certificate  of 
waiver  laboratories  would  not  be 
subject  to  any  inspections  as  the  statute 
provides.  We  believe,  however,  that 
Congress  did  not  wish  to  allow  any 
laboratory  to  operate  in  a  hazardous  or 
otherwise  unlawful  manner  and  be 
beyond  the  reach  of  the  statute  to 
account  for  such  conduct.  If  the 
laboratory  fails  to  meet  the 
requirements  for  certificate  of  waiver, 
we  would  propose  that  the  laboratory’s 
certificate  of  waiver  be  suspended, 
revoked,  or  limited  in  conformance  with 
procedures  in  a  new  subpart  dealing 
with  enforcement  procedures,  which  are 
to  be  established  through  another 
rulemaking.  Also,  failure  to  meet  the 
certificate  of  waiver  requirements  would 
result  in  a  laboratory  losing  its  Medicare 
approval  and  having  its  payments  under 
Medicare  suspended  or  denied. 
Ordinarily,  a  certificate  of  waiver  would 
be  valid  for  no  more  than  two  years. 
However,  in  the  event  of  a  non- 
compliance  determination,  HHS  would 
suspend  or  deny  payments  under 
Medicare  and  would  initiate  action  to 
revoke  or  suspend  the  laboratory’s 
certificate  of  waiver.  The  laboratory 
would  be  provided  with  a  statement  of 
grounds  outlining  the  basis  for  the  non- 
compliance  determination  and  would  be 
offered  an  opportunity  for  a  hearing  in 
part  498.  If  the  laboratory  requests  a 
hearing,  we  would  extend  the  expiration 
date  of  the  certificate  of  waiver  until  a 
hearing  decision  is  issued,  unless  HHS 
or  its  designee  finds  that  conditions  at 


the  laboratory  pose  an  imminent  and 
serious  risk  to  human  health.  In  any 
case.  Medicare  payments  would  be 
suspended  or  denied  pending  a  hearing 
decision. 

Section  493.41  Requirements  for  a 
Renewal  Application  for  a  Certificate  of 
Waiver 

To  renew  a  certificate  of  waiver,  we 
proposed  that  a  laboratory  must 
complete  and  return  a  renewal 
application  to  HHS  not  less  than  9 
months  or  more  than  1  year  before  the 
expiration  of  the  certificate  of  waiver. 
The  requirements  for  renewal  were 
proposed  to  be  the  same  as  the 
application  requirements  in  §§  493.35 
and  493.37. 

We  proposed  that  the  laboratory  must 
remit  the  certificate  of  waiver  fee  and 
agree  to  permit  unannounced 
inspections  by  HHS  on  a  random  basis 
to  verify  that  they  are  performing  only 
those  tests  specified  on  the  waived  list 
in  §§  493.15,  to  collect  information  for 
the  addition,  deletion,  or  continued 
inclusion  of  tests  listed  in  §  493.15,  to 
evaluate  complaints  from  the  public  and 
when  HHS  has  substantive  reason  to 
believe  the  laboratory  is  performing 
testing  in  a  manner  that  constitutes  a 
hazard  to  patient  health  and  safety.  If 
we  determine  that  a  laboratory  does  not 
meet  the  requirements  and  we  do  not 
grant  a  certificate  of  waiver,  we  would 
notify  the  laboratory  in  writing  of  the 
basis  for  denial,  and  offer  an 
opportunity  for  a  hearing  in  accordance 
with  subpart  R. 

Comments  and  Responses 

Approximately  250  individuals 
submitted  comments  on  subpart  B.  The 
majority  of  the  comments  were 
alternative  suggestions  or  were  opposed 
to  the  content  of  these  sections.  The 
commenters  primarily  represented 
technologists,  professional 
organizations,  various  health  care 
entities  and  physicians. 

Section  493.35  Application  for 
Certificate  af  Waiver 

Comment:  Several  commenters  stated 
that  certiticate  of  waiver  laboratories 
should  not  be  involved  in  interstate 
commerce.  The  commenters 
recommended  that  certificates  of  waiver 
should  be  restricted  to  individual 
clinicians  and  the  certificate  of  waiver 
laboratory  should  not  be  permitted  to 
receive  tests  for  analysis  from  other 
clinicians. 

Response:  While  the  PHS  Act 
previously  regulated  only  laboratories 
engaged  in  interstate  testing,  effective 
January  1, 1990,  all  laboratories  in  the 
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United  States  that  perform  tests  on 
human  specimens  for  the  purpose  of 
providing  information  for  the  diagnosis, 
prevention,  or  treatment  of  any  disease 
or  impairment  of,  or  assessment  of  the 
health  of  human  beings  are  subiect  to 
the  requirenoents  of  CUA.  Soliciting  or 
accepting  specimens  across  State  lines 
is  no  longer  a  criterion  for  regulation. 
Therefore,  laboratories  holding  a 
certificate  of  waiver  are  not  precluded 
from  engaging  in  interstate  testing.  In 
addition,  the  statute  is  specific  in  stating 
that  a  certificate  is  issued  to  a 
“laboratory”  (that  is,  a  facility)  rather 
than  to  individuals. 

Comment:  A  few  conunenters 
reconunended  that  as  a  monitoring 
mechanism,  certificate  of  waiver 
laboratories  should  be  required  to 
participate  in  proficiency  testing  (PT)  for 
tests  they  perform. 

Response:  Section  353(d)(2)(C)  of  the 
PHS  Act  states  that  subsection  (f) 

(which  includes  participation  in  a  PT 
program)  shall  not  apply  to  a  laboratory 
which  has  been  issued  a  certificate  of 
waiver.  A  certificate  of  waiver 
laboratory  may  participate  in  PT  for  its 
own  purposes,  but  participation  is  not 
specifically  mandated  under  CUA. 

Comment:  Several  physicians 
questioned  whether  pharmacies, 
supermarkets  and  shopping  centers 
should  be  permitted  to  perform  waived 
tests.  The  commenters  recommended 
requiring  that  certificates  of  waiver  only 
be  granted  to  laboratories  operated  by 
physicians  or  other  authorized 
individuals  who  order  tests  and  receive 
test  results  for  use  on  their  owm  patients. 

Response:  CUA  does  not  restrict  the 
performance  of  waived  tests  to 
physicians  nor  does  it  require  routine 
inspections  or  standards,  including 
personnel  requirements,  for  this  level  of 
testing.  In  accordance  with  the  statutory 
definition,  procedures  and  examinations 
qualifying  as  certificate  of  waiver  tests 
are  simple  laboratory  examinations  and 
procedures  that  have  an  tnsigni8cant 
risk  of  an  erroneous  result.  Based  on  the 
statute,  we  have  not  made  the 
recommended  revision. 

Comment:  Other  commenters 
indicated  that  military  facilities 
performing  only  waived  tests  should  be 
exempt  from  CUA.  As  an  alternative 
another  commenter  suggested  that  the 
regulations  provide  for  “blanket” 
certificates  of  waiver  to  be  issued  to 
criminal  justice  agencies  and  drug 
treatment  facilities  performing  testing 
for  patient  treatment. 

Response:  Any  facility  conducting 
laboratory  testing  on  human  specimens 
for  the  purpose  of  providing  information 
for  the  diagnosis,  prevention  or 
treatment  of  any  disease  or  impairment 


of,  or  the  assessment  of  the  health  of 
human  beings  is  subject  to  CUA 
requirements.  If  the  testing  conducted  is 
limited  to  the  tests  within  the  certificate 
of  waiver  category,  the  facility  would  be 
able  to  apply  for  a  certificate  of  waiver. 
The  statute  does  not  provide  for 
“waiving”  certificate  of  waiver 
requirements.  If  the  testing  performed  by 
a  military  facility  is  limited  to  waived 
tests,  then  that  facility  must  apply  for  a 
certiHcate  of  waiver.  The  statute  also 
does  not  authorize  the  issuance  of 
“blanket”  certiKcates  of  waiver: 
however,  as  noted  in  $  493.3,  if  testing  is 
conducted  for  forensic  or  research 
purposes.  CUA  would  not  apply.  In 
addition,  as  previously  indicate,  based 
on  recent  legislation,  laboratories  under 
the  jurisdiction  of  the  Department  of 
Veterans  Affairs  (VA)  will  be  subject 
only  to  regulations  the  VA  publishes 
and  the  e^orcement  authority  of  the 
VA.  The  VA  regulations  are  to  be 
comparable  to  those  issued  by  HHS. 

Comment'  Another  commenter  stated 
that  there  are  existing  controls  which 
help  ensure  the  quality  of  care  provided 
by  physician  operated  laboratories 
(POLs),  such  as  malpractice  liability  as 
well  as  the  general  need  to  ensure 
patient  satisfaction  and  the  reputation 
of  the  practice,  making  CUA 
unnecessary. 

Response:  The  purpose  of  CUA  is  to 
ensure  that  appropriate  standards  are 
established  to  ensure  quality  laboratory 
testing  to  improve  the  diagnosis  of 
disease,  management  of  care  for 
treatment  and  assessment  of  health  of 
patients  and  to  avoid  or  eliminate  test 
errors  that  might  result  in  patient  harm. 

Comment  One  commenter  assumed 
that  a  certification  of  waiver  laboratory 
would  be  exempt  from  the  application 
requirements  and  fees  associated  with 
certification. 

Response:  The  statute  sets  forth 
speciBc  requirements  for  certiHcate  of 
waiver  laboratories  at  section  353(d)(2) 
of  the  PHS  Act.  These  requirements 
include  submission  of  information 
describing  the  characteristics  of  the 
laboratory  examinations  performed  and 
qualifications  of  personnel.  In  addition, 
the  statute  also  requires  payment  of  fees 
for  the  issuance  and  renewal  of 
certiBcates,  except  that  the  Secretary 
shall  only  require  a  nominal  fee  for  the 
issuance  and  renewal  of  certificates  of 
waiver.  A  separate  regulation  to  being 
issued  to  deal  with  fee  collection.  (See 
55  FR  31758,  August  3, 1990  for  the 
proposed  rule  and  today's  issue  of  the 
Federal  Register  for  the  final  rule.) 

Comment  Many  commenters 
indicated  that  the  requirement  for  a 
laboratory  to  file  a  separate  application 
for  each  laboratory  location  would  be 


burdensome  and  costly  for  Federally 
funded  health  care  clinics  which  operate 
at  multiple  sites  under  the  same 
procedures  and  protocols.  The 
commenters  also  recommended  that 
“location”  be  defined. 

Response:  We  agree  with  the 
commenters.  In  the  above  cited 
regulation  concerning  fee  collection,  we 
permit  laboratories  within  a  hospital 
under  common  direction  located  at  the 
same  street  address  to  apply  for  a  single 
certificate  or  multiple  certificates.  In 
addition,  we  permit  not-for-profit  or 
Federal.  State  or  local  government 
laboratories  that  engage  in  limited  (in 
other  words,  few  types  of  tests)  public 
health  testing  to  file  a  single  application. 
Revised  §  493.35(a)  (as  well  as  other 
sections)  reflects  this  change.  We  also 
are  revising  the  regulation  to  clarify  that 
a  laboratory  that  is  not  at  a  fixed 
location,  that  is  a  laboratory  that  moves 
from  testing  site  to  testing  site  (such  as 
health  screening  fairs),  or  other 
temporary  testing  locations,  must  file  a 
single  application  using  the  address  of 
the  home  base.  Mobile  vans  providing 
laboratory  testing  would  require  a 
separate  certificate  for  each  van  which 
would  reflect  the  address  of  the  home 
base. 

Comment  One  commenter  asked 
what  are  “other  procedures”  referred  to 
in  the  regulation  (“*  *  *  the 
characteristics  of  the  laboratory 
examinations  and  other  procedures 

*  *  *).”  The  commenter  was  not  sure 
what  other  procedures  laboratories 
perform,  other  than  laboratory 
examinations. 

Response:  We  agree  with  the 
commenters  that  “other  procedures” 
was  vague  and  are  revising  the 
regulation  at  §  493.35(c)(3)  to  state 
"*  *  *  the  characteristics  of  the 
laboratory  operation  and  the 
examinations  and  other  test  procedures 

*  *  ...  statute  does  not  define 
“examinations  or  other  procedures”: 
however,  “examinations”  are  usually 
considered  to  be  those  activities  related 
to  macroscopic  or  microscopic 
evaluation  of  specimens.  “Other  test 
procedures”  would  be  all  other 
specimen  analyses  performed  manually 
or  by  instrumentation. 

Comment  One  commenter  suggested 
that  some  criteria  should  be  set  forth  by 
HCFA  to  define  what  is  meant  by 
operating  in  a  “lawful  and  safe  manner” 
as  described  in  the  preamble  with 
respect  to  inspecting  certificate  of 
waiver  laboratories. 

While  the  latitude  HCFA  has  granted 
is  appropriate  (that  is,  indicating  that 
certificate  of  waiver  laboratories  are  not 
subject  to  the  requirements  concerning 
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PT,  patient  test  management,  quality 
control,  personnel,  routine  inspections 
or  computer  systems),  some  suggested 
guidelines  (not  regulations]  should  be 
provided  as  to  what  inspectors  would 
review  for  determining  that  a  laboratory 
is  operating  in  a  safe  and  lawful 
manner.  For  instance,  should  records  be 
maintained  of  quality  control  checks  of 
reagent  performance,  the  expiration 
dates  of  kits,  or  tachometer  checks  of 
centrifuges  performed  with  established 
frequency? 

Response;  We  are  revising  the 
regulation  at  §  493.15(d)  to  indicate  that 
laboratories  with  a  certificate  of  waiver 
have  a  general  responsibility  to  follow 
manufacturers'  instructions  for 
performing  the  test. 

Comment:  A  few  commenters 
expressed  concern  that  the 
categorization  of  tests  listed  in  the 
proposed  rule  implies  a  static  test 
categorization  system  and  suggested 
that  in  light  of  changing  technology  we 
should  not  create  conditions  wherein  we 
will  impede  or  "stagnate"  improvements 
in  technology. 

Response:  We  are  aware  that 
advancements  in  technology  will  impact 
on  placing  tests  in  a  particular  category. 
Section  493.30  sets  forth  the  procedures 
that  will  be  followed  for  test 
categorization  or  recategorization,  and 
subpart  T  discusses  the  establishment  of 
a  Clinical  Laboratory  Improvement 
Advisory  Committee  that  will  be 
responsible  for  suggesting  criteria  for 
test  categorization  as  well  as  evaluating 
data  and  information  for 
recommendations  to  HHS  on 
appropriateness  of  test  categorization. 

Comment:  One  commenter  asked  for 
clarification  concerning  the  requirement 
that  each  laboratory  submit  “the  total 
number  of  tests  and  examinations 
performed  annually”  and  whether  this 
number  is  based  on  the  total  tests 
performed  the  previous  year  or  an 
estimate  of  the  number  of  tests  that  will 
be  performed  in  the  current  year. 

Response:  This  number  should  be 
based  on  the  total  number  of  tests  and 
examinations  performed  during  the 
previous  calendar  year.  However,  as 
indicated  in  the  final  regulation  on  CLIA 
fee  collection,  this  total  should  not 
include  tests  performed  for  purposes  of 
quality  control,  quality  assurance  or 
proficiency  testing.  We  are  revising  the 
regulations  at  §§  493.35, 493.43,  and 
493.55  to  clarify  this  issue. 

Comment:  One  commenter  suggested 
that  laboratories  performing  Moh’s 
micrographic  surgery  be  classiHed  under 
certificate  of  waiver  until  standards  and 
methods  for  review  of  such  laboratories 
are  established.  The  commenter 
suggested  that  such  standards  could  be 


developed  by  a  task  force  established 
by  HCFA. 

Response:  As  previously  discussed, 
tests  categorized  as  waived  tests  must 
meet  the  criteria  specified  in  §  493.15(a). 

If  such  categorization  is  questioned, 

§  493.15(c)  outlines  the  procedures  to 
revise  the  list  of  waived  tests. 

Comment:  Several  commenters 
indicated  that  the  proposed  rule  requires 
submission  of  qualifications  of  the 
personnel  directing  and  supervising  the 
laboratory  and  performing  the 
examinations,  as  part  of  the  certificate 
of  waiver  application  process;  however, 
there  are  no  personnel  requirements  for 
the  director  or  supervisor  of  this  type  of 
laboratory  (certificate  of  waiver). 

Response:  It  is  true  that  there  are  no 
speciHc  regulations  pertaining  to  the 
qualifications  of  a  director  or  a 
supervisor  in  a  certificate  of  waiver 
laboratory.  However,  the  CLIA  statute 
at  section  353(d)(2)(A)(i)(II]  requires 
submission  of  this  information  by  all 
applicants  for  a  certificate  of  waiver.  In 
addition,  the  application  process  is  used 
to  identify  the  individual(s)  responsible 
for  laboratory  testing  performed.  In 
many  instances  the  same  individual  will 
serve  as  supervisor  and  director  in  a 
certificate  of  waiver  laboratory. 

Comment:  Several  commenters 
suggested  that  the  rule  be  revised  to 
specifically  exclude  nursing  facilities 
(NFs)  certified  under  §  483.75(1)  and 
intermediate  care  facilities  for  the 
mentally  retarded  (ICF/MRs)  certified 
under  §  483.460(m)  from  unannounced 
inspections.  Inasmuch  as  NFs  and  ICF/ 
MRs  are  currently  subject  to 
unannounced,  routine,  extended, 
special,  complaint,  and  validation 
surveys  under  Medicare  and  Medicaid, 
the  commenters  felt  that  an  additional 
unannounced  inspection  to  investigate 
certificate  of  waiver  testing  would  be 
redundant  and  an  unnecessary 
expenditure  of  resources. 

Response:  An  NF  or  ICF/ MR  which 
only  performs  those  tests  listed  as 
waived  tests  must  apply  for  a  certificate 
of  waiver  but  will  not  be  subject  to 
routine  inspections.  If  an  NF  or  ICF/MR 
performs  tests  other  than  those 
categorized  as  waived  tests  it  would  be 
subject  to  the  requirements  applicable  to 
the  level  of  testing  conducted,  including 
unannounced  inspections.  States  may 
coordinate  the  Medicare/Medicaid 
compliance  surveys  for  or  ICF/MR 
certification  with  CLIA  compliance 
activities.  However,  this  may  not  be 
possible  in  all  instances.  In  addition, 
inspections  will  be  conducted  on  a 
biennial  basis  under  CLIA  rather  than 
the  more  frequent  intervals  required  for 
Medicare/Medicaid  certification  of  NFs 
and  ICF/MRs.  The  Medicare  and 


Medicaid  regulations  have  been  revised 
to  reference  the  CLIA  requirements  for 
entities  providing  laboratory  services. 

Comment:  Several  commenters 
indicated  that  unannounced  inspections 
would  disrupt  the  daily  schedule  and 
could  possibly  interfere  with  patient 
care. 

Response:  Section  353(g)  of  the  PHS 
Act  permits  the  Secretary  to  conduct 
inspections  on  an  announced  or 
unannounced  basis.  In  conducting 
inspections  for  Medicare  program 
purposes,  we  have  found  unannounced 
inspections  provide  a  more  valid 
assessment  of  a  provider's  or  supplier's 
day-to-day  operations.  In  addition,  in 
recent  years  Congress  has  specifically 
mandated  that  Medicare  and  Medicaid 
surveys  of  nursing  homes  be 
unannounced.  We  will  make  every 
attempt  to  conduct  inspections  in  a 
manner  that  will  not  disrupt  the 
facility's  operations. 

Comment:  One  commenter  suggested 
that  no  decertification  proceedings 
should  be  initiated  if  a  laboratory  fails 
to  meet  the  application  requirements, 
until  an  onsite  review  of  such  a  facility 
determines  why  such  problems  exist, 
how  they  can  be  corrected,  or  that 
decertification  is  in  order. 

Response:  The  regulation  states  that  if 
an  application  for  a  certificate  of  waiver 
is  denied  HHS  will  notify  the  laboratory 
in  writing  of  the  basis  for  denial  of  the 
application  and  an  opportunity  for  a 
hearing  as  provided  in  subpart  R.  In 
addition  to  providing  an  opportunity  for 
a  hearing,  the  final  rule  concerning 
Enforcement  Procedures  for 
Laboratories,  also  published  today, 
provides  for  reconsideration  of  actions 
that  are  initial  determinations.  Any 
laboratory  dissatisfied  with  HHS'  denial  . 
of  its  application  may  request  a 
reconsideration.  We  have  revised  the 
regulation  to  indicate  that  laboratories 
may  request  an  appeal,  which  includes  a 
reconsideration.  Since  certificate  of 
waiver  laboratories  will  not  be  subject 
to  routine  onsite  inspections  for 
compliance  determinations,  it  would 
serve  no  purpose  to  conduct  an  onsite 
inspection  if  the  application  for  a 
certificate  of  waiver  is  denied. 

Comment:  One  commenter  suggested 
that  certificate  of  waiver  laboratories  be 
exempt  from  the  subparts  concerning 
Administration,  Participation  in 
Proficiency  Testing  for  Laboratories 
Performing  Tests  of  Moderate  and  High 
Complexity,  Patient  Test  Management 
for  Moderate  and  High  Complexity 
Testing,  Quality  Control  for  Tests  of 
Moderate  and  High  Complexity, 
Laboratory  Information  Systems, 
Personnel  for  Moderate  and  High 
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Complexity  Testing,  Quality  Assurance 
for  Moderate  and  High  Complexity 
Testing,  and  Inspection.  Certificate  of 
waiver  laboratories  should  only  be 
required  to  submit  information  on  the 
type  of  testing  performed  and  pay  the 
required  fee. 

Response:  The  regulations  at  §  493.35 
do  not  require  certificate  of  waiver 
laboratories  to  comply  with  the 
requirements  of  the  aforementioned 
subparts.  While  certificate  of  waiver 
laboratories  are  not  subject  to  routine 
biennial  inspections,  as  required  under 
the  subpart  dealing  with  Inspections, 
they  must,  in  accordance  with  §  493.37, 
agree  to  permit  unannounced 
inspections  by  HHS  as  specified  in  the 
subpart  dealing  with  Inspection.  Section 
493.37  outlines  the  specihc  requirements 
for  certificate  of  waiver  laboratories. 

Section  493.37  Requirements  for  a 
Certificate  of  Waiver 

Comment:  Several  commenters 
suggested  that  if  a  laboratory  test  has  no 
reasonable  risk  of  harm  to  a  patient  if 
performed  incorrectly,  has  a  negligible 
likelihood  of  erroneous  results  and  can 
be  performed  by  anyone,  then  perhaps  it 
does  not  need  to  be  ordered  and 
performed,  and  certainly  not  billed. 

Response:  Although  a  laboratory  test 
may  not  pose  a  risk  of  harm  to  the 
patient  if  performed  improperly,  this 
does  not  diminish  the  importance  of  the 
testing.  The  categorization  of  a  test  as  a 
waived  test  simply  indicates  that  the 
test  is  simple  and  has  an  insignificant 
risk  of  an  erroneous  result.  Moreover, 
the  statute  requires  that  tests  falling  into 
this  category  come  within  CLIA’s  scope. 
To  the  extent  that  the  commenters  are 
expressing  an  opinion  about  the 
necessity  for  certain  kinds  of  testing, 
such  considerations  are  beyond  the 
scope  of  CUA  and  this  rulemaking. 

Comment:  One  commenter,  a  State 
medical  association,  stated  that  criteria 
for  placing  laboratory  tests  within  a 
level  based  on  “no  reasonable  risk  of 
harm  to  the  patient  if  performed 
incorrectly”  was  a  medically 
indefensible  concept.  The  commenter 
stated  that  since  virtually  all  testing 
(depending  on  the  medical  condition  of 
the  patient)  has  the  potential  to  harm  a 
patient  if  performed  incorrectly,  this 
criterion  should  be  deleted  from  the 
regulations. 

Response:  Section  353(d)(3)  of  the  PHS 
Act  sets  forth  the  criteria  in  categorizing 
tests  as  waived  tests,  which  includes  the 
determination  that  the  test  poses  “no 
reasonable  risk  of  harm  to  the  patient  if 
performed  incorrectly."  Thus,  the  statute 
does  not  contemplate  that  there  be  a 
complete  absence  of  risk,  only  that  the 
risk  not  be  unreasonable.  We  believe 


that  the  tests  falling  into  this  category  in 
this  final  rule  satisfy  that  requirement. 

Comment:  Several  commenters  stated 
that  although  the  proposed  waivered 
tests  are  simple  procedures  to  perform, 
there  still  must  be  assurances  of 
accuracy  and  operator  competence  for 
the  safety  of  all  individuals  who  have 
laboratory  tests  performed.  The 
commenters  expressed  concern  about 
the  lack  of  regulation  with  respect  to 
waivered  tests. 

Response:  We  appreciate  the 
commenters’  concern  for  accurate  test 
performance.  However,  section 
353(d)(2)(C)  of  the  PHS  Act  specifically 
states  that  subsections  (f)  and  (g)  which 
address  establishment  of  standards  and 
compliance  inspections  shall  not  apply 
to  a  laboratory  which  has  been  issued  a 
certificate  of  waiver.  The  regulations  do 
require  a  certificate  of  waiver  laboratory 
to  permit  unannounced  inspections  in 
certain  instances  (that  is,  when  HHS 
might  have  reason  to  believe  that  testing 
is  being  performed  in  a  manner  that 
constitutes  an  inuninent  and  serious  risk 
to  human  health,  or  in  response  to  a 
complaint). 

Comment:  Many  commenters 
indicated  that  the  proposed  fees 
specified  in  fee  collection  proposed 
regulation,  published  in  the  Federal 
Register  on  August  3. 1990,  (55  FR  31758) 
were  prohibitive  and  could  close 
operations.  Commenters  offered  the 
following  suggestions: 

•  Waive  all  fees  for  Federal 
departments; 

•  Require  no  fee  or  reduce  fees  (less 
than  $50-$100)  for  laboratories  of  State 
or  local  public  health  agencies: 

•  Apply  a  single  fee  for  the  agency, 
not  each  site; 

•  Include  only  processing  costs  for 
certiHcate  of  waiver  fees. 

Response:  CUA  requires  that 
certification  fees  be  sufficient  to  cover 
the  costs  of  implementing  and 
administering  the  program  and  provides 
for  no  exemptions.  We  recognize  that 
some  laboratories  may  experience  more 
financial  difficulty  than  others  in 
meeting  the  requirements  of  CUA.  In 
developing  the  fees  for  certification  and 
compliance  determination,  we 
considered  average  time  estimates  for 
determining  compliance  and  average 
surveyor  pay  scales  across  the  country. 
These  estimates  also  considered 
laboratory  size  based  on  types  of 
specialities  and  volumes  of  tests.  As  we 
gain  experience  in  administering  the 
CUA  program,  we  will  review  the  fee 
schedules  and  revise  then  as  necessary. 
The  fee  for  a  certificate  of  waiver 
represents  our  best  estimate  of  the  costs 
necessary  to  establish  the  CUA 
requirements,  including  processing  of 


the  application,  fee  collection,  ongoing 
evaluation  of  tests  for  categorization, 
and  a  share  of  the  costs  for  conducting 
inspections  in  the  event  of  complaints  as 
well  as  random  inspections  to  gather 
information  for  PHS  evaluation  of 
waiver  test  performance.  Commenters 
should  review  the  previously  cited  fee 
collection  regulation,  as  we  have 
reduced  fees  for  laboratories  performing 
limited  low  volume  testing  by  creating  a 
new  fee  category  for  laboratories 
performing  fewer  than  2000  tests  per 
year. 

Comment:  Several  commenters 
suggested  that  the  time  period  for  a 
certificate  of  waiver  be  extended  to  3  or 
5  years:  or  that  a  permanent  waiver  be 
granted  with  re-application  required 
only  when  new  tests  are  to  be 
conducted. 

Response:  Section  353(c)(2)  of  the  PHS 
Act  specifies  that  a  certificate  (including 
a  certificate  of  waiver)  is  valid  for  a 
period  of  no  more  than  2  years  or  such 
shorter  period  as  the  Secretary  may 
require.  We  are  revising  the  regulation 
to  clarify  that  a  laboratory  which 
requests  a  hearing  would  retain  its 
certificate  of  waiver  or  a  reissued 
certificate  of  waiver  until  a  hearing 
decision  by  the  administrative  law  judge 
(ALJ). 

Comment  Several  commenters  felt  it 
is  inappropriate  to  suspend  Medicare/ 
Medicaid  payment  during  an  appeal  of  a 
denial  of  certification.  Since  a 
laboratory  would  be  permitted  to  bill 
individual  patients  or  carriers  other  than 
Medicare/Medicaid,  this  establishes 
two  standards  of  care.  If  there  is  no  risk 
to  the  welfare  of  the  general  patient 
population,  the  laboratory  should  be 
permitted  to  bill  carriers  until  the  appeal 
is  heard.  If  the  appeal  were  denied,  all 
subsequent  payments  would  be 
disallowed.  As  an  alternative  the 
commenter  suggested  an  expedited 
decision  (within  30  days)  should  be 
required  of  the  ALJ  or  HHS  to  prevent 
undue  financial  burden  on  small  rural 
hospitals. 

Response:  As  we  explained  in  the 
preamble  of  the  proposed  rule,  although 
we  intend  for  the  Federal  health  and 
safety  requirements  to  be  the  same  for 
Medicare  and  CLIA,  failure  to  meet  the 
requirements  for  part  493  would  result  in 
different  adverse  actions  under 
Medicare,  as  opposed  to  CUA,  since 
different  statutes  apply.  The  Medicare 
program  has  for  many  years  required 
that  some  providers,  including 
laboratories,  not  in  compliance  with  the 
requirements  to  be  subject  to  adverse 
actions  under  that  statute  before  there  is 
an  opportunity  for  a  hearing.  The  PHS 
Act  specifically  requires  a  different 
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result.  It  permits  continuation  of  test 
performance  until  a  hearing  results  in  a 
revocation,  suspension  or  limitation  of 
the  certificate,  unless  HHS  determines 
there  is  an  imminent  threat  to  human 
health.  The  final  rule  concerning  CLIA 
enforcement,  issued  in  final  elsewhere 
in  this  issue  of  the  Federal  Register 
addresses  this  issue  in  greater  detail. 

Section  493.39  Notification 
Requirements  for  Laboratories  Issued  a 
Certificate  of  Waiver 

Comment  One  commenter 
recommended  that  we  maintain  the  30- 
day  time  frame  set  forth  in  §  493.39{cl  of 
the  proposed  rule  for  notification  to 
HHS  of  any  change  in  laboratory 
ownership,  name  or  location.  The 
commenter  felt  that  this  would 
contribute  to  stable,  reliable,  traceable 
testing  histories  for  each  laboratory  site. 
The  commenter  also  indicated  that  with 
the  appropriate  penalties,  it  will  serve  to 
deter  short-term,  ill-directed  operations. 

Response:  We  are  maintaining  this 
requirement  for  the  reasons  discussed 
by  the  commenter.  We  agree  that  this 
should  contribute  to  good  testing 
practices  and  laboratory  accountability. 

Comment  Several  commenters 
indicated  that  HHS  should  be  notified  of 
any  change  in  directorship  or 
supervision  within  30  days,  in  addition 
to  changes  in  ownership  or  location. 

One  commenter  indicated  that  there  are 
not  requirements  for  notification  in 
changes  in  the  supervision  of  a 
certificate  of  waiver  laboratory. 

Response:  Wie  agree  with  the 
commenters  to  the  extent  that  we  should 
be  notiHed  of  any  change  in  directorship 
and  are  revising  the  regulation 
accordingly. 

Changes  to  the  Regulation 

In  addition  to  minor  editorial  changes 
and  cross  i;eference  corrections  for 
consistency  with  other  CLIA  regulations, 
the  major  changes  to  this  regulation  are 
summarized  below.  We  also  deleted 
§  493.41  and  combined  the  renewal 
requirements  with  §  493.37. 

Section  493.35  Application  for  a 
Certificate  of  Waiver 

•  We  are  permitting  laboratories 
within  a  hospital  under  common 
direction,  located  at  the  same  street 
address  to  apply  for  a  single  certificate. 
In  addition,  not-for-profit  or  Federal, 
State  or  local  government  laboratories 
that  engage  in  limited  testing  (that  is. 
few  types  of  tests)  can  file  a  single 
application.  We  have  revised  the 
regulation  at  §  493.35(a)  (as  well  as 
other  sections)  to  reflect  this  change. 

We  are  also  clarifying  that  a  laboratory 
that  is  not  at  a  fixed  location,  that  is.  a 


laboratory  that  moves  from  testing  site 
to  testing  site  (such  as  health  screening 
fairs  and  each  mobile  van),  or  other 
temporary  testing  locations,  must  file  an 
application  using  the  address  of  the 
home  base. 

•  We  are  clarifying  that  the  annual 
total  number  of  tests  and  examinations 
performed  should  not  include  tests  the 
certificate  of  waiver  laboratory  may  run 
for  proficiency  testing  or  quality  control 
purposes. 

•  We  are  revising  language  to  more 
accurately  reflect  the  statutory 
requirement  that  records  must  be  made 
available  and  reports  submitted  as  HHS 
may  reasonably  require  to  determine 
compliance  with  this  section. 

•  We  are  adding  a  reference  to 

§  493.15(d)  which  states  certificate  of 
waiver  laboratories  must  follow 
manufacturers'  instructions  for 
performing  the  test. 

•  We  are  clarifying  that  certificate  of 
waiver  laboratories  are  subject  to 
inspection  if  there  is  reason  to  believe 
that  the  laboratory  is  operating  (rather 
than  testing  is  being  performed)  in  a 
manner  that  constitutes  a  risk  to  human 
health.  This  is  being  done  to  agree  with 
criteria  for  waived  tests. 

Section  493.37  Requirements  for  a 
Certificate  of  Waiver 

•  We  are  revising  the  regulation  to 
clarify  that  a  laboratory  which  requests 
a  hearing  within  the  specified  time 
frame  would  retain  its  certificate  of 
waiver  or  a  reissued  certificate  of 
waiver  until  a  hearing  by  an  AL)  unless 
the  conditions  at  the  laboratory  pose  an 
imminent  and  serious  risk  to  human 
health. 

•  We  are  adding  a  reference  to 

§  493.15(d)  of  subpart  A  and  a  reference 
to  subpart  F  for  remittance  of  fees. 

•  We  are  clarifying  that  laboratories 
receiving  Medicare  or  Medicaid 
payments  will  have  these  payments 
suspended  on  the  effective  date 
specified  in  the  notice. 

•  We  are  adding  a  new  subparagraph 

(f)  to  include  the  requirements  for 
renewal  of  application.  This  previously 
was  in  §  493.41. 

•  We  are  adding  a  new  subparagraph 

(g)  to  address  requirements  for 
certificate  of  waiver  laboratories  that 
want  to  perform  testing  in  addition  to 
the  waived  tests. 

Section  493.39  Notification 
Requirements  for  Laboratories  Issued  a 
Certificate  of  Waiver 

•  We  are  revising  the  regulation  so 
that  HHS  is  to  be  notified  of  any  change 
in  directorship.  We  restructured  the 
format  of  this  section  and  added 
language  to  set  forth  the  appeals 


opportunity  for  failure  to  comply  with 
notification  requirements. 

•  We  are  removing  the  notification 
requirements  for  deletions  or  changes  in 
tests  methodologies  specified  in 

§  493.15,  since  certificate  of  waiver 
laboratories  will  be  able  to  perform  all 
waived  tests. 

•  We  are  adding  the  laboratory 
director  to  notification  changes  because, 
although  there  are  no  personnel 
requirements  for  a  director  in  a 
certificate  of  waiver  laboratory,  we  still 
need  to  know  the  person  who  is 
responsible  for  operation  of  the 
laboratory. 

Subpart  C — Registration  Certificate  and 
Certificate 

Summary  of  the  Proposed  Rule 

Under  §  493.43,  Requirements  for 
initial  application  for  provisional 
certificate  and  certificate  encompassing 
Level  I  or  Level  II  test  performance  or 
both,  we  proposed  to  require  that  all 
laboratories  performing  level  I  or  level  II 
tests,  or  both,  file  a  separate  application 
for  each  laboratory  location.  The 
provisional  certificate  was  intended  to 
be  a  temporary  certificate  that  is  valid 
for  no  more  than  two  years,  which 
would  give  laboratories  time  to  comply 
with  CLIA  88  regulations  and  give  HHS 
sufficient  time  to  determine  laboratory 
compliance  with  the  regulations  prior  to 
the  expiration  of  the  provisional 
certificate.  We  proposed  that  the 
application  must  be  filed  on  a  form 
prescribed  by  HCFA,  and  signed  by  the 
owner  or  an  authorized  representative 
of  the  laboratory.  In  addition,  the 
application,  in  accordance  with  section 
353(d)(1)(A)  of  the  PHS  Act,  must  also 
describe  the  characteristics  of  the  test 
procedures  or  examinations  performed 
by  the  laboratory  including:  The  total 
number  and  types  of  laboratory  tests 
and  examinations  performed;  the 
methodologies  for  laboratory  procedures 
and  examinations  employed  and  the 
qualifications  of  the  personnel  directing 
and  supervising  the  laboratory'  and 
performing  the  tests.  As  required  by 
CLIA,  the  laboratory  must  agree  to  make 
records  available  and  submit  reports  to 
HHS.  as  necessary. 

Section  493.45  Provisional  Certificate 
Requirements 

A  provisional  certificate  is  a 
temporary  certificate  that  is  valid  for  no 
more  than  two  years,  which  gives 
laboratories  time  to  comply  with  CLIA 
regulations  and  gives  HHS  sufficient 
time  to  determine  laboratory  compliance 
with  the  regulations  prior  to  the 
expiration  of  the  provisional  certificate. 
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HHS  would  reissue  a  provisional 
certificate  to  any  laboratory  that  HHS  or 
its  designee  has  not  determined 
compliance  prior  to  the  expiration  date 
of  the  provisional  certificate.  We  would 
intend  to  use  provisional  certihcates 
because  of  the  practical  impact  of  the 
different  effective  dates  for  the  various 
elements  of  CUA.  Specifically.  Congress 
has  mandated  that  effective  January  1, 
1990,  laboratories  will  be  subject  to 
certification  requirements  set  forth  at 
section  353  (b)  and  (c)  of  the  PHS  Act.  In 
theory,  issuance  of  a  certiffcate  under 
CLIA  would  reflect  judgment  by  HHS 
that  a  laboratory  has  provided 
satisfactory  assurance  that  it  will  meet 
the  substantive  requirements  set  forth  in 
CLIA  and  that  it  will  accede  to  the 
inspection  requirements  of  the  statute. 
The  substantive  requirements  of  CLIA 
are  being  implemented  through  this 
rulemaking.  It  will  be  impossible  for 
HHS  to  determine  anything  more  than 
simple  superffcial  compliance  with  the 
statute's  application  requirements  at  the 
time  certificates  are  issued. 

Thus,  while  laboratories  need  to  have 
CUA  certificates  in  order  to  operate 
lawfully,  we  proposed  that  laboratories 
are  not  in  a  position  to  represent  now 
that  they  will  comply  with  the 
requirements  imposed  by  HHS  under 
subsection  (f),  which  are  the  subject  of 
this  proposed  rule,  and  HHS  is  without 
authority  to  inspect  most  laboratories 
for  compliance  with  subsection  (f) 
requirements  until  July  1, 1991.  As  a 
result,  we  proposed  that  certificates  be 
issued  in  provisional  form  to  allow 
laboratories  to  test  until  HHS  can 
establish  standards  under  CUA  and 
inspect  laboratories  for  compliance  with 
these  standards. 

We  proposed  in  §  493.45  that  all 
laboratories  performing  level  I  and  level 
II  tests  not  currently  licensed  or  exempt 
from  licensure  under  CUA  '67  on 
December  31, 1988  would  be  issued  a 
provisional  certificate  by  HHS  provided 
that  the  laboratory  submits  the 
appropriate  information  specified  under 
the  application  section.  Prior  to  issuance 
of  a  provisional  certificate,  we  proposed 
to  require  each  laboratory  to: 

•  Comply  with  §  493.43,  Requirements 
for  application  for  provisional 
certificate: 

•  Agree  to  treat  PT  samples  as  it 
would  treat  patient  specimens;  and 

•  Achieve  a  satisfactory  score  for  one 
testing  event  in  an  approved  PT  program 
in  the  applicable  specialty  or 
subspecialty  for  each  test  or 
examination  it  performs. 

Before  the  provisional  certificate 
expires,  the  laboratory  would  have  to 
demonstrate  satisfactory  performance  in 
thre  consecutive  proficiency  testing 


events  for  each  test  or  examination 
included  in  a  proficiency  testing 
program  approved  by  HHS,  remit  the  fee 
speciHed  by  HHS,  and  submit  to  HHS 
an  application  for  a  certiHcate  from  nine 
to  twelve  months  before  the  provisional 
certiHcate  expires.  In  addition,  we 
proposed  that  an  on-site  inspection  be 
conducted  to  determine  compliance  with 
the  applicable  requirements  of  Federal, 
State  and  local  laws,  proHciency  testing, 
patient  test  management,  quality 
control,  quality  assurance,  inspections, 
personnel  requirements  and  computer 
systems.  HHS  would  not  issue  a 
certiHcate  to  any  laboratory  unless  the 
laboratory  demonstrates  compliance 
with  the  applicable  requirements. 
Therefore,  if  HHS  or  its  designee  has  not 
conducted  a  compliance  determination 
prior  to  the  expiration  of  the  provisional 
certificate,  the  provisional  certificate 
would  be  reissued.  We  proposed  that  a 
certificate  would  be  valid  for  no  more 
than  two  years.  However,  in  the  event  of 
a  non-compliance  determination,  HHS 
would  suspend  or  deny  payments  under 
Medicare  and  would  initiate  action  to 
revoke,  suspend,  or  limit  the 
laboratory’s  certificate.  The  laboratory 
would  be  provided  with  a  statement  of 
grounds  outlining  the  basis  for  the  non- 
compliance  determination  and  would  be 
offered  an  opportimity  for  a  hearing  as 
provided  in  part  498.  If  the  laboratory 
requests  a  hearing,  we  proposed  to 
extend  the  expiration  date  of  the 
certificate  until  a  hearing  decision  is 
issued,  unless  HHS  or  its  designee  finds 
that  conditions  at  the  laboratory  pose  an 
imminent  and  serious  risk  to  human 
health. 

In  §  493.47,  Requirements  for  Initial 
Application  for  Certiffcate,  we  proposed 
that  laboratories  performing  Level  I  or 
Level  II  tests,  or  both,  meet  the 
application  requirements  in  §§  493.43 
and  493.45,  Provisional  certiffcate,  if 
applicable,  and  permit  unannounced 
inspections: 

•  To  determine  compliance  with 
applicable  requirements  in  subparts  G, 
H.  J.  K.  L,  M.  N.  and  P: 

•  To  evaluate  complaints  from  the 
public; 

•  When  HHS  has  substantive  reason 
to  believe  that  the  laboratory  is 
performing  any  test,  including  those 
listed  in  §  493.15,  in  a  manner  that 
constitutes  a  hazard  to  patient  health 
and  safety;  and 

•  To  collect  information  for  the 
addition,  deletion,  or  continued 
inclusion  of  tests  on  the  waiver  and 
Level  1  lists. 

If  we  find  that  the  laboratory  does  not 
meet  the  requirements  for  a  certiffcate, 
in  whole  or  in  part,  we  proposed  to 
notify  the  laboratory  in  writing  of  the 


basis  for  the  denial,  and  offer  an 
opportunity  for  a  hearing  in  accordance 
with  procedures  in  part  498. 

In  §  493.49,  Requirements  for  a 
certificate,  we  proposed  to  specify  that 
laboratories  not  subject  to  CUA  '67  on 
December  31, 1988  meet  the  applicable 
requirements  in  §  493.45  to  obtain  a 
provisional  certificate.  Laboratories 
subject  to  CLIA  '67  on  December  31, 

1988  would  need  not  obtain  a 
provisional  certificate.  We  proposed  to 
require  that  laboratories  meet  the 
general  application  requirements  of 
§  493.43  and  the  specific  application 
requirements  of  §§  493.47  and  493.45,  as 
applicable,  and  would  be  issued  a 
certificate  provided  compliance  is 
achieved  with  the  applicable 
requirements  of  subparts  G,  H,  J,  K,  L, 

M,  N,  and  P.  We  proposed  that 
laboratories  issued  a  certiffcate  must 
comply  with  the  notification 
requirements  of  §  493.51  to  notify  HHS 
prior  to  performance  of  any  test  not 
included  on  its  certiffcate.  If  the 
laboratory  performs  only  certificate  of 
waiver  and  level  I  tests,  we  proposed  to 
require  the  laboratory  to  notify  HHS 
prior  to  performing  and  reporting  any 
test  not  included  as  a  waiver  test  or  in 
the  Level  I  specialty  and  subspecialties 
listed  on  the  laboratory’s  certiffcate  or 
any  Level  II  tests.  For  laboratories 
performing  one  or  more  level  II  tests,  we 
would  require  notiffcation  prior  to  the 
performance  of  any  test  or  examination 
not  included  as  a  waiver  test  or  included 
in  the  specialties  and  subspecialties  of 
service  listed  on  the  laboratory’s 
certiffcate.  We  proposed  that  all 
laboratories  issued  a  certificate  must 
notify  HHS  within  six  months  of  any 
deletions  or  changes  in  test 
methodologies.  For  administrative 
efficiency,  we  proposed  to  require 
laboratories  to  notify  HHS  within  thirty 
days  of  all  changes  in  ownership,  name, 
location,  directorjs),  and  supervisorjs). 
We  proposed  that  laboratories  issued  a 
certiffcate  would  be  subject  to 
applicable  requirements  of  subparts  G. 
H,  J.  K,  L,  M,  N,  and  P  and  would  be 
required  to  permit  unannounced 
inspections: 

•  To  determine  compliance  with  the 
requirements  of  part  493; 

•  To  evaluate  complaints  from  the 
public; 

•  When  HHS  has  substantive  reason 
to  believe  that  any  tests  are  being 
performed  in  a  manner  that  constitutes  a 
hazard  to  patient  health  and  safety;  and 

•  To  collect  information  for  the 
addition,  deletion,  or  continued 
inclusion  of  tests  listed  in  §  493.15  ar 
waivered  tests  or  §  493.20  as  level  ’ 
tests. 
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In  the  event  of  a  non-compliance 
determination.  HHS  would  suspend  or 
deny  payments  under  Medicare  and 
would  initiate  action  to  revoke,  suspend, 
or  limit  the  laboratory’s  certificate.  We 
proposed  to  provide  the  laboratory  with 
a  statement  of  groimds  outlining  the 
basis  for  the  non-compliance 
determination  and  would  be  offered  an 
opportimity  for  a  hearing  as  provided  in 
part  498.  If  the  laboraiory  requests  a 
hearing,  we  would  extend  the  expiration 
date  of  the  certificate  until  a  hearing 
decision  is  issued,  unless  HHS  or  its 
designee  finds  that  conditions  at  the 
laboratory  pose  an  imminent  and 
serious  risk  to  human  health.  In  any 
case,  we  proposed  to  suspend  or  deny 
Medicare  payments  pending  a  hearing 
decision. 

In  §  493.53,  Requirements  for  a 
renewal  application  for  a  certificate,  we 
proposed  to  require  that  within  9  months 
to  1  year  prior  to  the  expiration  of  the 
certificate  the  laboratory  apply  for  a 
new  certiHcate.  To  qualify  for  renewal 
of  a  certiHcate,  a  laboratory  would 
continue  to  meet  the  application 
requirements  in  §  S  493.43  and  493.47, 
remit  the  certificate  fee  and  agree  to 
permit  unannounced  biennial  as  well  as 
random  inspections  in  accordance  with 
subpart  N  to  determine  compliance  with 
the  applicable  regulations,  to  collect 
information  for  tests  listed  in  §  §  493.15 
and  493.20,  to  evaluate  complaints  from 
the  public  and  when  HHS  has 
substantive  reason  to  believe  that  any 
tests  are  performed  in  a  manner  that 
constitutes  a  hazard  to  patient  health 
and  safety.  If  HHS  determines  that  a 
laboratory  does  not  meet  the 
requirements  for  certificate  renewal,  we 
proposed  that  HHS  give  the  laboratory  a 
written  statement  of  the  basis  for  the 
denial,  and  opportunity  for  a  hearing  to 
be  conducted  in  accordance  with  part 
498. 

Comments  and  Responses 

Approximately  170  individuals 
submitted  alternative  suggestions  or 
expressed  opposition  to  the  proposed 
requirements  in  §  §  493.43-493.53.  The 
majority  of  the  commenters  for  these 
sections  represented  professional 
organizations,  and  physicians  of  various 
types. 

Section  493.43  Application  for 
Registration  Certificate  and  Certificate 

Comment:  A  few  commenters 
expressed  concern  that  completing  an 
application  form  will  result  in 
laboratories  being  issued  a  provisional 
certificate  authorizing  Medicare  or 
Medicaid  payment  for  tests  performed 
for  a  period  of  up  to  two  years  without 
meeting  any  standards.  The  commenters 


felt  that  an  unscrupulous  operator  could 
follow  the  same  procedure  every  year  or 
two  by  changing  the  address  or  name  of 
the  laboratory  and  be  permitted  to 
collect  payments  under  Medicare  and 
Medicaid  without  ever  being  subjected 
to  the  certification  process. 

Response;  A  laboratory  will  be  issued 
a  CLIA  identiHcation  number  along  with 
its  registration  certificate  (formerly 
referred  to  as  a  provisional  certificate). 
This  number  will  be  retained  by  the 
laboratory  even  if  the  laboratory 
undergoes  a  change  of  location  or  name. 
The  laboratory  is  required  to  notify  HHS 
within  30  days  of  any  changes  including 
changes  in  name  or  location  (see 
S  493.45(a](2]);  therefore,  the  probability 
of  this  occurring  is  reduced. 

Comment:  A  commenter  expressed 
concern  that  the  proposed  rule  did  not 
establish  a  mechanism  for  issuing 
provisional  certificates  for  laboratories 
which  began  operation  after  December 
31, 1988,  while  it  specifically  mentions 
laboratories  existing  as  of  December  31, 
1988  and  new  laboratories. 

Response;  In  the  preamble  of  the 
proposed  rule,  we  indicated  that 
provisional  certiHcates  would  be  issued 
initially  to  all  laboratories  not  eligible 
for  a  certiHcate  of  waiver  and  to  all 
laboratories  not  subject  to  CLIA  '67  on 
December  31, 1988  (that  is,  not  licensed 
for  testing  specimens  in  interstate 
commerce).  However,  as  established  in 
the  regulation  concerning  fee  collection, 
we  will  not  issue  registration  certificates 
(previously  called  provisional 
certificates)  or  certificates  of  waiver 
until  the  final  CLIA  standards  are 
published.  This  will  give  laboratories  an 
opportunity  to  determine  if  they  want  to 
continue  performing  laboratory  tests 
before  being  subject  to  fees. 

Comment:  Another  commenter  did  not 
agree  with  the  concept  of  provisional 
certificates  and  indicated  that 
laboratories  should  be  issued 
certificates  only  if  they  provide  evidence 
of  quality  control  and  PT. 

Response:  In  addition  to  quality 
control  and  PT  requirements, 
laboratories  must  meet  requirements 
pertaining  to  personnel,  patient  test 
management  and  quality  assurance  in 
order  to  obtain  a  CLIA  certificate.  CLIA 
requires  inspections  of  laboratories  to 
determine  the  laboratory’s  compliance 
with  CLIA  requirements  and  standards. 
The  issuance  of  a  registration  certificate 
permits  performance  of  laboratory 
testing  until  compliance  can  be 
determined  by  an  onsite  inspection. 

Comment:  A  few  commenters 
suggested  that,  if  the  number  of  CLIA 
regulated  testing  sites  is  substantial,  10- 
15  percent  of  laboratories  should  be 


randomly  selected  for  reinspection  each 
year  and  inspections  be  conducted  of 
those  laboratories  which  exhibit 
substandard  PT  performance. 

Response:  CLIA  requires  that 
inspections  of  all  laboratories  issued 
regular  certificates  be  conducted  “on  a 
biennial  basis  or  with  such  other 
frequency  as  the  Secretary  determines 
to  be  necessary  to  assure  compliance 
with  such  requirements  and  standards.’’ 
'The  statute  also  indicates  that 
certificates  are  valid  for  no  longer  than 
two  years.  In  order  to  renew  the 
certificate,  the  laboratory  must  be 
evaluated  to  determine  whether  it 
continues  to  meet  Federal  requirements. 

Comment:  Several  commenters 
indicated  that  the  costs  involved  to 
obtain  certification  (for  example, 
enrollment  in  PT,  hiring  qualified 
personnel  and  the  certificate  fee)  could 
cause  laboratories  to  stop  testing. 

Response:  The  purpose  of  the  CLIA 
legislation  is  to  ensure  the  accuracy  and 
reliability  of  laboratory  testing 
performed  on  human  specimens.  We 
recognize  that  the  costs  associated  with 
complying  with  CLIA  may  be  more 
difficult  for  some  laboratories  than  for 
others;  however,  the  CLIA  statute  is 
specific  in  establishing  that  the  fees 
imposed  shall  be  sufficient  to  cover  the 
general  cost  of  administering  the  CLIA 
program.  To  the  extent  that  the 
complexity  of  the  test  performed 
prescribes  that  certain  requirements  be 
met  (for  example,  personnel  standards, 
participation  in  PT)  the  facility  may 
incur  increased  costs.  However,  we 
anticipate  that  meeting  the  requirements 
will  benefit  patients  by  increasing  the 
accuracy  and  reliability  of  test  results. 
The  certificate  fees  are  based  on  our 
best  estimates  of  Federal  costs 
associated  with  the  development  of  the 
CLIA  regulations,  implementation,  and 
studies.  As  better  data  become  available 
on  the  costs  necessary  to  operate  the 
CLIA  program  we  will  adjust  the  fee 
schedules  as  appropriate. 

Comment:  One  commenter  asked  for 
clarification  concerning  time  frames  for 
application  for  provisional  certificates. 
Tlie  commenter  also  suggested  that 
HCFA  publish  a  chronology  outlining 
the  publication  sequence  of  the  other 
CLIA  rules  with  effective  dates  for 
implementation  and  explain  how  the 
rules  will  fit  together. 

Response;  By  the  time  this  final  rule  is 
published,  laboratories  subject  to  CLIA 
should  have  submitted  preliminary 
information  to  HHS.  Once  this 
regulation  is  published  and  laboratories 
have  had  time  to  review  the 
requirements,  each  laboratory  that  has 
decided  to  continue  or  initiate  testing 
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based  on  the  requirements  of  this  rule 
will  be  required  to  complete  an 
application  for  certificate  of  waiver, 
certificate,  or  certificate  of 
accreditation,  as  appropriate.  An  entity 
that  conducts  only  waived  tests  will  be 
issued  a  certificate  of  waiver  upon 
payment  of  the  applicable  fee.  If  a 
laboratory  performs  testing  other  than 
those  listed  as  waived  tests,  it  will  be 
issued  a  certificate  or  certificate  of 
accreditation,  as  applicable.  Inspections 
to  determine  compliance  will  be 
conducted  when  required.  If  the 
laboratory’s  existing  registration 
certificate  would  expire  prior  to  the 
issuance  of  a  regular  certificate  or 
certificate  of  accreditation,  we  will 
reissue  the  registration  certificate,  upon 
payment  of  the  appropriate  fees.  The 
Background  section  of  this  preamble 
contains  a  sununary  of  the  other  CLIA 
rulemaking  activities. 

Comment:  Many  commenters 
expressed  concern  about  the 
requirement  for  a  separate  certificate  for 
each  laboratory  site,  believing  it  to  be 
redundant  and  only  serving  to  increase 
the  cost  of  laboratory  services,  and 
suggested  that  if  laboratories  are  part  of 
a  multi-site  laboratory  system,  one 
application  for  a  single  certificate  would 
be  appropriate.  A  few  commenters 
suggested  that  the  requirements  for 
certification,  while  appropriate  for  a 
central  reference  laboratory,  are  too 
stringent  for  facilities  performing 
procedures  for  screening  purposes,  and 
suggested  that  the  requirement  for 
separate  laboratory  certification  of  each 
screening  site  be  waived  or  eliminated 
for  screening  sites. 

Response:  As  we  previously  indicated 
in  §  493.35,  we  agree  with  the 
commenters  and  will  permit  laboratories 
within  a  hospital  under  conunon 
direction  located  at  the  same  street 
address  to  apply  for  a  single  certificate 
or  multiple  certificates.  In  addition,  not- 
for-profit  or  Federal,  State,  or  local 
government  laboratories  that  engage  in 
limited  public  health  testing  can  operate 
under  one  certificate.  We  are  revising 
the  regulation  at  §  493.43(a)  to  reflect 
this  change.  We  are  also  revising  the 
regulation  to  clarify  that  a  laboratory 
that  is  not  at  a  fixed  location,  that  is,  a 
laboratory  that  moves  from  testing  site 
to  testing  site  (such  as  health  screening 
fairs],  or  other  temporary  testing 
location  must  file  a  single  application 
using  the  address  of  the  home  base. 
Mobile  vans  providing  laboratory 
testing  would  require  a  separate 
certificate  for  each  van  which  would 
reflect  the  address  of  the  home  base. 
Each  testing  site  would  be  subject  to 
applicable  quality  control  requirements 


based  on  the  testing  performed  or 
instrumentation  or  methodology 
employed. 

Comment:  Several  commenters 
indicated  that  the  basic  differences 
between  central  and  alternate  site 
laboratories  should  be  recognized  in  the 
regulation,  as  State  laws  recognize  this 
distinction. 

Response:  As  previously  stated,  we 
have  attempted  to  provide  flexibility  to 
multiple  site  laboratories  that  perform 
limited  testing  for  screening  or  treatment 
of  individuals  that  are  directed  by  not- 
for-profit  organizations  or  Federal, 

State,  or  local  governments  by 
permitting  them  to  operate  under  one 
certificate.  This  certificate  would  allow 
testing  to  be  performed  up  to  the  highest 
level  covered  by  the  certificate  for  all  of 
the  testing  sites.  Therefore,  if  the  central 
site  has  a  certificate  to  perform  tests  of 
high  complexity,  the  alternate  site  which 
may  be  performing  waived  tests  under 
that  certificate  would  be  allowed  to 
perform  these  tests  without  being 
required  to  have  its  own  certificate  of 
waiver. 

Comment:  Several  commenters  also 
indicated  that  issuing  one  certificate  to 
an  entity  with  multiple  testing  sites 
should  not  preclude  each  site  from 
participating  in  a  PT  program  or 
complying  with  the  quality  control 
requirements,  however  such  a  system 
would  be  less  costly  and  disruptive  to 
the  laboratory. 

Response:  Proficiency  testing 
requirements  are  applicable  to  a 
laboratory  that  is  issued  a  regular 
certificate  or  certificate  of  accreditation. 
While  a  facility  would  not  be  precluded 
from  voluntarily  participating  in  more 
than  one  PT  program,  it  must  designate 
which  site  and  which  PT  program  or 
programs  it  will  use  to  fulfill  the 
regulatory  requirements  of  CLIA. 

Comment  Many  commenters 
expressed  opposition  to  the  proposed 
information  requirements  on  the 
certificate  applications  requiring 
laboratories  to  forward  to  HCFA 
personnel  qualifications,  techniques  and 
methodologies  employed  for  testing,  and 
procedure  manuals.  Not  only  would  this 
be  burdensome,  but  the  commenters  felt 
that  it  will  be  impossible  for  HCFA  to 
review  all  of  the  material.  The 
commenters  suggested  that  reviewing 
these  records  at  the  time  of  inspection 
should  be  adequate. 

Response:  Collection  of  information 
concerning  personnel  qualifications, 
techniques  and  methodology  are 
required  by  CLIA  as  part  of  the 
application  process.  This  information 
provides  basic  information  on  the 
laboratory  operation  and  is  necessary  to 


determine  if  the  laboratory  meets  the 
minimum  requirements  in  order  fur  the 
application  to  be  processed.  If  the 
laboratory  does  not  meet  our  minimum 
application  requirements,  there  would 
be  no  benefit  to  performing  the  initial 
inspection.  We  have  attempted  to  design 
application  forms  that  are  simple  to 
complete  and  that  will  diminish  the 
burden  of  the  application  process. 

Comment  Other  commenters 
suggested  that  for  military  services* 
laboratories,  personnel  qualifications 
could  be  indicated  by  specialty  codes 
rather  than  requiring  submittal  of 
extensive  documentation.  These 
specialty  codes  indicate  the 
qualifications  and  training  received  by 
laboratory  personnel. 

Response:  CLIA  requires  submission 
of  personnel  qualifications,  including 
educational  background,  training  and 
experience  of  personnel  directing  and 
supervising  the  laboratory  and 
performing  the  laboratory  examinations 
and  other  procedures.  We  have 
attempted  to  simplify  the  infomiation 
that  must  be  submitted  on  personnel 
qualifications  and  will  continue  to 
revise  the  forms  as  necessary  to  reduce 
the  paperwork  burden.  In  order  for  the 
information  to  be  consistent  we  are 
requiring  all  applications  to  be 
submitted  in  a  uniform  manner. 

Section  493.45  Requirements  for  a 
Registration  Certificate 

Comment  Several  commenters  asked 
for  clarification  concerning  the  role  of 
PT  during  provisional  certification.  The 
commenters  believe  it  is  unreasonable 
to  require  a  laboratory  to  successfully 
participate  in  one  PT  event  before  a 
provisional  certificate  will  be  issued, 
particularly  since  it  can  take  six  months 
or  longer  for  the  laboratory  to  enroll  and 
participate  in  a  single  PT  event.  The 
commenters  suggested  that  it  would  be 
more  reasonable  and  feasible  to  revoke 
the  provisional  certificate  based  on  the 
first  set  of  results  than  to  bar  them  from 
patient  testing  for  such  a  long  period  of 
time. 

Response:  We  agree  with  the 
commenters.  Under  the  CLIA  fee 
collection  regulation  (also  published 
today),  laboratories  are  not  required  to 
achieve  satisfactory  PT  performance 
prior  to  issuance  of  a  registration 
certificate.  Similarly,  under  this 
regulation  we  will  not  require 
satisfactory  participation  in  a  PT 
program  prior  to  the  issuance  of  a 
registration  certificate,  and  have  revised 
the  regulation  to  delete  this  requirement 
from  §  493.45(b). 

Comment  Several  commenters  agreed 
that  successful  participation  in  one  PT 
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event  may  not  be  adequate;  however, 
the  proposed  requirement  for  successful 
participation  in  three  consecutive  events 
may  be  difhcult  to  achieve.  As  an 
alternative,  the  commenters 
recommended  that  the  regulation  be 
reworded  to  require  successful 
participation  in  two  consecutive  or  two 
of  three  PT  events. 

Response:  Due  to  the  phase  in  of  PT 
requirements  and  the  difficulty  PT 
programs  may  have  in  fulfilling 
laboratory  needs,  we  have  removed  this 
requirement. 

Section  493.49  Requirements  for  a 
Certificate 

Comment:  A  few  commenters 
expressed  concern  that  the  fees  for 
determination  of  compliance  that  could 
be  in  excess  of  $2,000  every  one  or  two 
years  were  excessive  for  certiHcation  of 
a  level  II  laboratory. 

Response:  As  much  more  fully 
described  in  the  regulation  pertaining  to 
fee  collection  (also  published  in  this 
issue  of  the  Federal  Register),  our  fee 
schedules  reflect  our  best  estimates  of 
the  current  costs  associated  with 
implementing  and  operating  the  CUA 
program.  As  more  definitive  data 
becomes  available  we  will  adjust  the  fee 
schedules  as  appropriate. 

Comment:  Several  commenters 
disagreed  with  the  requirement  to 
conduct  unannounced  inspections  since 
such  inspections  can  disrupt  the 
laboratory  operation  as  well  as 
compromise  patient  care.  The 
commenters  suggested  that  laboratories 
be  given  minimum  notice  to  ensure  the 
availability  of  the  appropriate 
supervisory  personnel  during  the 
inspection.  Commenters  suggested  that 
24-hour  notice  be  provided  prior  to 
inspection.  This  would  permit  the 
laboratory  to  schedule  additional  staff 
to  provide  patient  care  while  other  staff 
employees  assisted  the  inspector  in  the 
review  of  patient  records,  quality 
control  data,  laboratory  procedures,  etc. 

Response:  As  previously  explained, 
the  CLIA  statute  authorizes  the 
Secretary  to  conduct  unannounced 
inspections  and  in  our  experience  with 
conducting  inspections  for  Medicare 
program  purposes,  we  have  found  that 
such  inspections  more  realistically 
reflect  a  facility’s  operation.  In  general, 
while  initial  inspections  are  not  always 
annoimced,  the  schedule  for  such  an 
inspection  is  usually  known  since  these 
surveys  are  conducted  as  soon  as 
possible  following  application  of  the 
laboratory.  On  the  other  hand, 
complaint  investigations  may  be 
scheduled  to  ensure  that  appropriate 
staff  and  records  are  available  for 
inspections.  Whether  the  inspection  is 


announced  or  imannounced,  every  effort 
will  be  made  to  avoid  disruption  of  the 
facility’s  testing  activities. 

Section  493.51  Notification 
Requirements  for  Laboratories  Issued  a 
Certificate 

Comment:  Several  commenters 
supported  notification  of  changes  in 
ownership,  name,  location  and  directors, 
but  did  not  agree  that  the  laboratory 
should  provide  notiHcation  of  changes  in 
supervisors.  Since  turnover  among 
supervisors  is  fairly  common,  they 
recommended  that  notice  of  changes  of 
supervisors  be  provided  biannually  or 
annually. 

Response:  We  disagree  with  the 
commenters’  recommendation 
concerning  the  frequency  in  reporting 
changes  in  supervisory  personnel.  Such 
notification  is  necessary  to  ensure  that 
the  laboratory  is  employing 
appropriately  qualified  personnel  as 
supervisors.  We  note  that  due  to 
changes  in  the  personnel  standards,  this 
is  applicable  only  to  laboratories 
performing  high  complexity  testing. 

Comment:  Many  commenters 
indicated  that  permitting  laboratories  to 
wait  six  months  to  report  changes  in  test 
methodologies  employed  was  too  long  a 
time  period  without  enforcing 
appropriate  regulations  on  the 
laboratory.  'They  suggested  revising  the 
requirement  to  require  notification 
within  30  days  since  this  time  period 
would  coincide  with  the  reporting 
requirements  for  changes  in  ownership, 
director,  etc.,  and  it  is  more  important 
from  an  inspection  standpoint  to  report 
changes  in  test  performance  than 
laboratory  ownership. 

Response:  As  previously  stated,  CLIA 
specifies  that  a  laboratory  has  up  to  6 
months  to  notify  HHS  of  any  changes  in 
test  procedures,  including  changes  in 
test  methodologies.  We  have  revised  the 
regulation  to  reflect  this  change. 

Summary  of  Changes  to  the  Regulation 

•  We  are  restructuring  the  format  of 
subpart  C  to  eliminate  duplicative 
information.  We  are  deleting  §  493.37 
since  it  contained  information  also 
found  in  §  493.49.  We  are  no  longer 
requiring  separate  application  for  a 
certificate  (the  information  from  the 
application  for  registration  certificate 
will  be  used),  and  we  are  deleting 

S  493.53  and  combining  appropriate 
information  with  §  493.49. 

Section  493.43  Requirements  for  Initial 
Application  for  Registration  Certificate 
and  Certificate 

•  We  are  modifying  the  title  of  this 
section  to  more  accurately  reflect  its 
contents.  We  are  changing  references  to 


level  I  and  II  to  moderate  and  high 
complexity  here  and  throughout  the 
regulation.  We  are  also  changing 
references  to  provisional  to  registration 
certificate  here  and  throughout  the 
regulation  to  more  accurately  portray 
the  purpose  of  the  certiRcate. 

•  We  are  adding  exceptions  to  the 
application  requirement  to  permit 
laboratories  within  a  hospital  under 
common  direction  at  the  same  address 
to  apply  for  one  certiRcate.  In  addition, 
not-for-proRt  or  Federal,  State,  or  local 
government  laboratories  that  engage  in 
limited  (for  example,  few  types  of  tests) 
can  Rle  a  single  application.  We  also 
clarify  that  each  laboratory  not  at  a 
fixed  location  must  file  an  application 
using  the  address  of  the  home  base, 
including  health  screening  fairs  and 
each  mobile  van. 

•  We  are  clarifying  that  the  annual 
total  number  of  tests  and  examinations 
performed  should  not  include  tests  that 
the  laboratory  runs  for  PT,  quality 
assurance,  or  quality  control  purposes. 

•  We  are  revising  language  to  more 
accurately  reRect  the  statutory 
requirement  that  records  and  reports 
must  be  made  available  so  that  HHS 
may  reasonably  determine  compliance 
with  this  section. 

Section  493.45  Requirements  for  a 
Registration  Certificate 

•  We  are  clarifying  who  must  have  a 
registration  certificate,  and  that 
notification  of  changes  in  director  or 
supervisor  (applicable  only  to 
laboratories  performing  high  complexity 
testing)  must  also  be  made  within  30 
days. 

•  We  are  adding  specific  reference  to 
subpart  F,  Fee  collections,  with  respect 
to  remittance  of  fees. 

•  We  are  removing  the  requirement 
for  successful  participation  in  PT  prior 
to  issuance  of  a  registration  certificate 
or  before  expiration  of  a  registration 
certificate. 

•  We  are  clarifying  that  failure  to 
meet  the  requirements  of  this  subpart 
will  result  in  suspension  of  payments 
under  Medicaid  or  Medicare. 

•  We  are  clarifying  that  a  registration 
certificate  is  not  renewable  but  may  be 
reissued  if  compliance  has  not  been 
determined  by  HHS  prior  to  the 
expiration  date  of  the  registration 
certificate. 

'  •  We  are  restructuring  the  appeals 
discussion  into  a  separate  subsection  for 
clarity. 

Section  493.49  Requirements  for  a 
Certificate 

•  We  are  adding  specific  reference  to 
subpart  F  with  respect  to  fee  collection. 
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•  We  are  stating  that  an  inspection 
may  be  performed  if  HHS  has  reason  to 
believe  that  tests  are  being  performed 
“or  the  laboratory  is  being  operated”  in 
a  manner  that  constitutes  a  risk  to 
human  health. 

•  We  are  adding  reference  to 
suspension  or  denial  of  payments  under 
Medicaid  in  addition  to  Medicare. 

•  We  are  restructuring  the  discussion 
of  appeals  to  reflect  more  clearly  the 
process  set  forth  in  Subpart  R  by  adding 
separate  subsections. 

•  We  are  adding  new  subsections  (g) 
through  (j)  to  discuss  the  renewal 
process  that  was  previously  addressed 
in  §  493.53  of  the  proposed  rule  (that 
section  has  been  deleted). 

Section  493.51  Notification 
Requirements  for  Laboratories  Issued  a 
Certificate 

•  We  are  combining  notification 
requirements  for  laboratories  performing 
moderate  and/or  high  complexity  testing 
into  one  subsection. 

•  We  are  clarifying  that  supervisor 
change  notification  is  applicable  only  to 
laboratories  performing  tests  of  high 
complexity. 

•  We  are  revising  the  regulation  to 
indicate  that  laboratories  with  a  regular 
certificate  must  notify  HHS  no  later  than 
six  months  after  performing  any  tests 
within  a  specialty/subspecialty  not 
included  in  their  certificate. 

Subpart  D — Certificate  of  Accreditation 
Summary  of  Proposed  Rule 

We  proposed  that  subpart  D  would 
not  be  elective  imtil  the  requirements 
for  recognition  of  an  accreditation 
program  or  State  licensure  program 
(developed  in  a  separate  rulemaking) 
are  published  as  a  final  rule,  become 
effective,  and  HHS  has  recognized  an 
accreditation  program  or  State  licensure 
program.  After  HHS  recognizes  an 
accreditation  or  State  program  under 
subpart  E,  laboratories  may  choose  to 
meet  the  applicable  requirements  of 
Subparts  H  (Participation  in  Proficiency 
Testing  for  Laboratories  Performing 
Tests  of  High  and  Moderate 
Complexity), )  (Patient  Test 
Management  for  Moderate  and  High 
Complexity  Testing),  K  (Quality  Control 
for  Tests  of  Moderate  and  High 
Complexity),  L  (Laboratory  li^ormation 
Systems),  P  (Quality  Assurance  for 
Moderate  and  High  Complexity  Testing) 
and  Q  (Inspection)  by  becoming 
accredited  by  an  accreditation  program 
or  licensed  under  a  State  program 
provided  the  laboratory  obtains  a 
certificate  of  accreditation  in 
accordance  with  this  subpart. 
Laboratories  that  are  accredited  by  an 


approved  accreditation  program  or 
licensed  by  an  approved  State  program 
will  be  issued  a  certificate  of 
accreditation  in  lieu  of  a  certificate.  A 
certificate  of  accreditation  will  be 
equivalent  to  a  certificate. 

Under  §  493.55.  Requirements  for 
initial  application  for  certificate  of 
accreditation,  we  proposed  to  require  a 
laboratory  performing  one  or  more  Level 
I  or  Level  II  tests  to  file  a  separate 
application  for  each  laboratory  location. 
The  application  would  have  to  be  filed 
on  a  form  prescribed  by  HHS,  and 
signed  by  the  owner  or  authorized 
representative  of  the  laboratory.  In 
addition,  the  application  for  the 
certificate  of  accreditation  in 
accordance  with  section  353(d)(1)(A)  of 
the  PHS  Act,  would  describe  the 
characteristics  of  the  test  procedures  or 
examinations  performed  by  the 
laboratory  including:  the  number  and 
types  of  laboratory  tests  and 
examinations  performed;  the 
methodologies  for  laboratory  procedures 
and  examinations  employed  and  the 
qualifications  of  the  personnel  directing 
and  supervising  the  laboratory  and 
performing  the  tests.  As  required  by 
CLIA,  the  laboratory  must  agree  to  make 
records  available  and  submit  reports  to 
HHS,  as  necessary. 

In  §  493.57,  we  proposed  that  all 
laboratories  seeking  certification 
through  participation  in  an  approved 
accreditation  program  or  State  licensure 
program  would  be  issued  a  provisional 
certificate  unless  the  laboratory  holds  a 
valid  certificate  issued  by  HHS  for 
performance  of  one  or  more  Level  1  or 
Level  II  tests  or  both.  Laboratenies 
would  be  issued  a  provisional  certificate 
provided  they  comply  with  the  initial 
application  requirements  specified  in 
§  493.55,  agree  to  treat  proficiency 
testing  specimens  in  the  same  manner  as 
patient  specimens,  achieve  satisfactory 
performance  for  one  testing  event  in  an 
approved  PT  program  for  each  test  or 
examination  performed,  and  remit  the 
provisional  certificate  fee  specified  by 
HHS.  Prior  to  expiration  of  the 
provisional  certificate,  the  laboratory 
must  achieve  successful  participation, 
as  defined  in  Subpart  H  (Participation  in 
Proficiency  Testing  for  Laboratories 
Performing  Tests  of  Moderate  and  High 
Complexity),  for  three  consecutive 
proficiency  testing  events  in  a 
proficiency  testing  program  approved  by 
HHS  for  each  test  or  examination 
performed.  In  addition,  the  laboratory 
would  have  to  file  an  application  for  a 
certificate  of  accreditation  as  specified 
in  S  493.55  not  less  than  9  months  nor 
more  than  1  year  befewe  expiration  of 
the  provisional  certificate  and  notify 
HHS  with  proof  of  its  accreditation  or 


licensure  in  an  approved  accreditation 
or  State  program. 

In  accordance  with  the  provisions  of 
CLIA,  that  will  be  implemented  as  part 
of  a  separate  rulemaking  and  located  in 
subpart  O.  HHS  would  initiate 
suspension,  revocation  or  limitation  of  a 
laboratory’s  provisional  certificate  and 
would  deny  the  laboratory’s  application 
for  a  certificate  of  accreditation  for 
failure  to  comply  with  the  requirements 
for  provisional  certificate  or  application 
requirements  for  certificate  of 
accreditation.  A  provisional  certificate 
would  not  be  renewable  and  would  be 
valid  for  a  period  of  no  more  than  2 
years.  If  the  approved  accreditation 
program  or  State  licensure  program 
were  unable  to  conduct  an  inspection  to 
determine  compliance  with  its 
requirements  before  the  provisional 
certificate  expires,  the  provisional 
certificate  would  be  reissued  for  solely 
that  period  that  is  needed  by  the 
program  to  determine  compliance  with 
its  standards. 

Laboratories  that  do  not  meet  the 
requirements  for  application  for 
certificate  of  accreditation  in  proposed 
§  493.59  or  the  requirements  of  proposed 
S  493.57  for  provisional  certificates 
would  be  issued  a  denial  of  the 
application  for  a  certificate  of 
accreditation.  In  this  case,  HHS  would 
provide  the  laboratory  with  a  statement 
of  grounds  on  which  the  denial  is  based, 
offer  an  opportunity  for  a  hearing  as 
provided  in  part  498  and  notify  the 
laboratory  if  it  is  eligible  for  a  certificate 
as  described  in  Subpart  C  (Registration 
Certificate  and  Certificate). 

In  proposed  S  493.59,  we  specified  the 
requirements  for  application  for 
certificate  of  accreditation.  We  would 
require  that  all  laboratories  that  perform 
Level  I  or  Level  II  tests,  or  both,  that  are 
accredited  by  an  approved  accreditation 
organization  or  State  licensure  program 
meet  the  application  requirements  for  a 
certificate  of  accreditation  or  the 
requirements  for  provisional  cerb'ficate 
for  new  laboratories  unless  the 
laboratory  already  has  a  valid 
certificate  issued  by  HHS.  In  order  to 
meet  the  application  requirements  for 
certificate  of  accreditation,  we  would 
require  laboratories  to: 

•  Provide  HHS  with  assurances  that 
the  laboratory  would  be  operated  in 
accordance  with  the  accreditation  or 
State  program  requirements; 

•  Agree  to  treat  proficiency  testing 
specimens  in  the  same  manner  as 
patient  samples; 

•  Authorize  the  accreditation  or  State 
licensure  program  to  release  to  HHS  the 
laboratory’s  proficiency  testing  results; 
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•  Agree  to  permit  random  sample  and 
complaint  inspections  as  defined  in  the 
subpart  on  Inspection; 

•  Allow  HHS  or  its  designee  to 
monitor  correction  of  any  deHciencies 
identiHed  in  random  sample  or 
complaint  inspections;  and 

•  Authorize  the  accreditation  program 
or  State  licensure  program  to  release  to 
HHS  the  laboratory’s  survey  Hndings 
whenever  HHS  or  its  designee  conducts 
random  sample  or  complaint  inspection 
surveys. 

If  HHS  determines  that  the 
application  for  a  certificate  of 
accreditation  is  to  be  denied  or  limited, 
HHS  would  notify  the  laboratory  in 
writing  of  the  bases  for  denial  of  the 
application,  and  opportunity  for  a 
hearing  as  provided  in  part  498.  If  the 
laboratory  is  eligible  for  a  certiHcate  as 
described  in  Subpart  C  (Registration 
CertiHcate  and  Certificate),  HHS  would 
advise  the  laboratory. 

In  §  493.61,  Requirements  for  a 
certiHcate  of  accreditation,  we  would 
specify  that  laboratories  must  meet  the 
requirements  of  §  493.55,  Application  for 
certiHcate  of  accreditation,  and  if 
applicable,  §  493.57,  Requirements  for  a 
provisional  certificate  for  laboratories. 
We  would  require  the  laboratory  to  pay 
the  certificate  of  accreditation  fee 
specified  by  HHS.  We  proposed  that 
laboratories  must  treat  proficiency 
testing  samples  in  the  same  manner  as 
patient  specimens;  comply  with 
notification  requirements  specified  in 
§  493.63;  meet  the  requirements  of  the 
accreditation  or  State  licensure 
programs;  permit  random  sample  and 
complaint  inspections  by  HHS  or  its 
designee;  allow  the  State  inspecting 
agency  to  monitor  the  correction  of 
deficiencies  found  through  the 
inspections;  and  authorize  the 
accrediting  body  to  release  inspection 
findings  to  HHS. 

In  the  event  of  a  non-compliance 
determination,  HHS  would  suspend  or 
deny  payments  under  Medicare  and 
would  initiate  action  to  revoke,  suspend, 
or  limit  the  laboratory’s  certificate  of 
accreditation.  The  laboratory  would  be 
provided  with  a  statement  of  grounds 
outlining  the  basis  for  the  non- 
compliance  determination  and  would  be 
offered  an  opportunity  for  a  hearing  as 
provided  in  part  498.  If  the  laboratory 
requested  a  hearing,  we  would  extend 
the  expiration  date  of  the  certificate  of 
accreditation  until  a  hearing  decision  is 
issued,  unless  HHS  or  its  designee  finds 
that  conditions  at  the  laboratory  pose  an 
imminent  and  serious  risk  to  human 
health.  In  any  case.  Medicare  payments 
would  be  suspended  or  denied  pending 
a  hearing  decision. 


We  proposed  in  §  493.63,  Notification 
requirements  for  laboratories  issued  a 
certificate  of  accreditation,  that 
laboratories  performing  one  or  more  of 
the  Level  I  tests  or  examinations  listed 
in  §  493.20  must  notify  the  approved 
accrediting  body  and  HHS  before 
performing  any  test  not  included  as  a 
waiver  test  or  included  in  the  specialties 
and  subspecialties  listed  on  the 
laboratory’s  certificate  or  any  Level  11 
tests.  Laboratories  issued  a  certificate  of 
accreditation  would  have  to  notify  the 
accrediting  or  State  licensure  program 
within  6  months  of  changes  or  deletions 
of  test  methodologies  of  Level  I  or 
waived  tests;  and  within  30  days  of  any 
changes  in  ownership,  name,  directorfs], 
or  8upervisor(s).  For  laboratories 
performing  one  or  more  Level  II  tests, 
we  would  require  notification  to  the 
approved  accrediting  body  and  HHS, 
prior  to  the  performance  of  any  test  or 
examination  not  included  as  a  waived 
test  or  included  in  the  specialties  and 
subspecialties  of  service  listed  on  the 
laboratory’s  certificate  of  accreditation. 
In  addition,  we  would  specify  that  those 
laboratories  performing  Level  U  tests 
issued  a  certificate  of  accreditation  must 
notify  the  accreditation  program  or  State 
licensure  program  within  6  months  of 
any  deletions  or  changes  in  test 
methodologies  and  within  30  days  of  all 
changes  in  ownership,  name,  location, 
directorfs),  and  supervisorCs). 

In  §  493.65,  Requirements  for  renewal 
application  for  a  certificate  of 
accreditation,  we  would  require  that  the 
laboratory  apply  for  a  new  certificate  of 
accreditation  within  9  months  to  1  year 
prior  to  the  expiration  of  the  certificate 
of  accreditation.  To  qualify  for  renewal 
of  a  certificate  of  accreditation,  the 
request  would  have  to  meet  the 
requirements  of  §  493.55,  Requirements 
for  application  for  certification  of 
accreditation  and  §  493.59, 

Requirements  for  application  for  a 
certificate  of  accre^tation.  We 
proposed  that  the  laboratory:  provide 
HHS  with  satisfactory  assurances  that 
the  laboratory  will  be  operated  in 
accordance  with  the  requirements  of  the 
accreditation  or  State  licensure  program; 
agree  to  treat  FT  samples  as  it  treats 
patient  specimens;  authorize  the 
approved  accrediting  body  to  release 
the  results  of  the  laboratory’s  PT 
samples;  agree  to  allow  random  sample 
and  complaint  inspections;  authorize  the 
accrediting  body  to  release  inspection 
findings  whenever  HHS  or  its  designee 
conducts  random  sample  or  complaint 
inspections;  authorize  the  State 
inspection  agency  to  monitor  the 
correction  of  deficiencies  found  by  the 
inspection;  and  remit  the  fee  specified 
by  HHS.  If  HHS  determines  that  a 


laboratory  does  not  meet  the 
requirements  for  renewal  of  a  certificate 
of  accreditation,  HHS  would  give  the 
laboratory  a  written  statement  of  the 
basis  for  the  denial,  and  opportunity  for 
a  hearing  to  be  conducted  in  accordance 
with  part  498. 

Comments  and  Responses 

Approximately  90  commenters,  the 
majority  representing  physicians, 
technologists,  and  professional 
organizations,  submitted  opposing  views 
or  alternative  suggestions  to  §  §  493.55 
through  493.65. 

Section  493.55  Requirements  for  Initial 
Application  for  Registration  Certificate 
and  Certificate  of  Accreditation 

Comment:  Many  commenters 
recommended  that  deemed  status 
should  be  given  to  hospital  laboratories 
which  meet  the  requirements  of  JCAHO 
or  laboratories  certified  by  COLA,  while 
other  commenters  questioned  whether 
JCAHO  and  CAP  were  not  already 
recognized  accreditation  programs. 

Response:  CLIA  establishes  new 
requirements  requiring  each  facility 
subject  to  its  provisions  to  have  a 
certificate  authorizing  it  to  perform 
testing.  CLIA  authorizes  the  recognition 
of  accreditation  and  State  programs  that 
have  standards  equivalent  to  or  more 
stringent  than  the  CLIA  requirements. 
On  August  20, 1990,  we  published  in  the 
Federal  Register  a  proposed  rule,  which 
sets  forth  the  criteria  for  recognition  of 
accreditation  and  State  licensing 
programs.  When  that  proposed  rule  is 
published  in  final,  accreditation 
organizations  and  States  can  submit 
requests  for  review  of  their  programs  for 
recognition  under  CLIA.  Programs  that 
were  previously  recognized  under  the 
Social  Security  Act  for  Medicare 
purposes  or  the  Public  Health  Service 
Act  for  CLIA  ’67  laboratories  must 
reapply  for  recognition  since 
laboratories  are  subject  to  new 
requirements  mandated  by  CLIA. 

Comment:  Many  commenters 
indicated  that  many  States  have 
certification  or  licensure  requirements 
that  are  as  stringent  as  those  proposed 
in  CLIA  and  recommended  that  these 
State  programs  be  granted  deemed 
status.  The  commenters  recommended 
that  all  recognized  programs  should 
provide  on-site  inspection  for  the 
educational  benefit  of  laboratory  staff 
and  for  assurance  of  compliance  with 
standards. 

Response:  In  response  to  comments 
received  on  the  August  20, 1990 
proposed  rule  concerning  recognition  of 
accreditation  organizations  and  State 
programs,  we  reexamined  the  statutory 
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provisions  regarding  State  licensing 
programs.  Section  353(p)(2]  of  the  PHS 
Act  specifies  that  if  a  State  enacts  laws 
that  provide  for  requirements  equal  to  or 
more  stringent  than  the  CUA  statutory 
requirements  or  requirements  of 
regulations,  the  Secretary  may  exempt 
clinical  laboratories  in  that  State  from 
the  CUA  requirements.  We  are 
exempting  from  the  requirements  of 
CUA,  laboratories  located  in  States 
whose  licensure  programs  are  approved 
by  HHS.  Such  State-exempt  laboratories 
will  not  require  certification  by  HHS 
and  will  not  be  subject  to  fees.  State- 
exempt  laboratories  will  be  required  to 
permit  Federal  inspectors  to  conduct 
inspections  to  ensure  that  standards  are 
being  enforced  in  an  appropriate 
manner.  The  costs  for  such  inspections 
will  be  borne  by  the  State  licensure 
program. 

Comment:  One  commenter  questioned 
whether  a  home  health  agency  which 
has  a  contract  with  a  New  York  state 
licensed  laboratory  would  be  considered 
to  have  deemed  status? 

Response;  If  the  HHA  staff  are  not 
testing  human  specimens  for  “the 
purpose  of  providing  information  for  the 
diagnosis,  prevention,  or  treatment  of 
any  disease  or  impairment  of,  or  the 
assessment  of  the  health  of,  human 
beings  *  *  and  such  testing  is 
performed  by  another  entity,  that  entity 
and  not  the  HHA  would  be  subject  to 
the  CUA  requirements.  If  the  HHA  staff 
performs  such  testing  (as  opposed  to 
specimen  collection  or  assisting  a 
patient  in  his  home  in  performing  a  test], 
the  HHA  would  be  subject  to  CUA 
requirements.  If  the  HHA  were  licensed 
by  an  approved  State  laboratory 
licensure  program  or  accredited  by  an 
organization  for  laboratory  services  that 
was  approved  by  HHS,  the  HHA  would 
be  exempt  from  CUA  requirements  or 
eligible  for  a  certiHcate  of  accreditation. 

Comment:  Many  commenters 
indicated  that  professional 
organizations  have  delays  in  scheduling 
inspections  that  result  in  longer  time 
period  between  inspection  cycles.  The 
commenters  noted  that  in  some 
instances,  “biennial"  inspections  were 
scheduled  36  months  after  the  previous 
inspection;  however,  the  average 
biennial  inspection  cycle  is  30  months. 
The  most  common  reasons  given  for  the 
delays  in  conducting  inspections  were 
insufficient  professional  volunteers  to 
participate  in  the  inspection  process, 
and  late  payment  of  fees  to  the 
professional  agency  to  cover  the  costs  of 
inspection  and  accreditation.  The 
commenters  asked  how  these  problems 
would  be  resolved. 

Response:  As  set  forth  in  the  CUA 
proposed  rule  pertaining  to 


accreditation,  the  evaluation  of  the 
accreditation  or  State  program  will 
include  an  assessment  of  the 
accreditation  organization’s  or  State 
program’s  standards  compared  to  the 
CUA  requirements  and  assessment  of 
the  capability  of  the  organization  or 
State  to  monitor  its  participants. 

Section  493.57  Requirements  for  a 
Registration  Certificate 

Comment:  A  few  commenters 
suggested  that  we  require  laboratories 
to  notify  HHS  of  successful 
participation,  as  defined  in  Subpart  H 
(Participation  in  Proficiency  Testing  for 
Laboratories  Performing  Tests  of 
Moderate  and  High  Complexity,  in  two 
of  the  last  three  PT  events,  instead  of 
the  proposed  three  consecutive  PT 
events,  in  a  PT  program  approved  by 
HHS  for  each  test  or  examination 
performed,  if  applicable. 

Response:  As  discussed  earlier,  we  no 
longer  require  successful  participation  in 
a  PT  program  prior  to  the  expiration  of 
the  registration  certificate;  thus  this 
requirement  has  been  removed. 

Section  493.61  Requirements  for  a 
Certificate  of  Accreditation 

Comment;  A  few  commenters  stated 
that  the  fees  assessed  would  impact  on 
the  cost  of  proving  laboratory  services, 
particularly  since  laboratories 
frequently  change  the  services  offered. 
The  commenters  asked  about  the 
specific  costs  for  upgrading  or  reissuing 
a  certificate. 

Response:  The  actual  fees  to  be 
assessed  are  specified  in  a  separate 
CUA  User  Fee  Final  regulation, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Comment:  A  few  commenters 
recommended  that  HCFA  develop  a 
process  and  time  frame  to  allow  a 
laboratory  to  come  into  compliance 
prior  to  suspension  of  a  certificate.  This 
would  require  written  notihcation  to  the 
laboratory  detailing  the  speciHc  reasons 
for  noncompliance  and 
recommendations  for  achieving 
compliance  and  provide  a  reasonable 
time  frame  for  the  laboratory  to  comply 
with  the  requirements.  The  commenters 
also  recommended  that  Medicare 
payment  not  be  denied  while  the 
laboratory  awaits  a  hearing  decision.  If 
a  laboratory  receives  a  favorable 
judgement  from  a  hearing  or  is  able  to 
reestablish  compliance  within  a 
reasonable  timeframe,  it  should  not  be 
burdened  with  reapplication  for 
approval  for  Medicare  payment. 

Response:  For  a  full  explanation  of 
enforcement  procedures  for  CUA 
laboratories,  we  refer  readers  to  the 
proposed  rule,  which  was  published  on 


April  1, 1991  and  the  final  rule  published 
today. 

In  addition  to  minor  editorial  changes 
for  consistency  with  other  regulations, 
the  major  changes  to  this  regulation  are 
summarized  below.  We  restructured  the 
format  of  this  subpart  to  eliminate 
repetitious  language  and  deleted 
§  §  493.59  and  493.65,  combining 
appropriate  parts  into  S  493.61.  We  are 
also  exempting  from  the  requirements  of 
CLIA  laboratories  located  in  States 
whose  licensure  programs  are  approved 
by  HHS.  Such  State-exempt  laboratories 
will  not  require  certification  by  HCFA 
and  will  not  be  subject  to  fees. 

Section  493.55  Application  for 
Registration  Certificate  and  Certificate 
of  Accreditation 

•  We  are  no  longer  requiring  separate 
application  for  a  certificate  of 
accreditation  since  information  from  the 
application  for  registration  and 
accrediting  body  will  be  used. 

•  We  are  making  an  exception  to  the 
application  requirement  to  permit 
laboratories  within  a  hospital  under 
common  direction  at  the  same  street 
address  to  apply  for  one  certificate. 

•  Not-for-profit  or  Federal,  State  or 
local  government  laboratories  that 
engage  in  limited  testing  (i.e.,  few  types 
of  tests)  may  file  a  single  application. 

•  We  are  clarifying  that  each 
laboratory  not  at  a  fixed  location  must 
file  an  application  using  the  address  of 
the  home  base,  including  health 
screening  fairs  and  each  mobile  van. 

•  We  are  clarifying  that  the  annual 
total  number  of  tests  and  examinations 
performed  should  not  include  tests  the 
laboratory  runs  for  proficiency  testing, 
quality  assurance,  or  quality  control 
purposes. 


•  We  are  removing  the  requirement 
that  a  laboratory  successfully 
participate  in  PT  prior  to  issuance  of  a 
registration  certificate  or  before 
expiration  of  a  registration  certificate. 


•  We  are  adding  specific  reference  to 
Subpart  F  concerning  remittance  of  fees. 

•  We  are  adding  requirements  from 
proposed  §  493.65  (now  deleted) 
concerning  release  of  PT  and  inspection 
findings. 

•  We  are  adding  reference  to  effect 
on  Medicaid  in  addition  to  Medicare. 

•  We  are  adding  discussion 
concerning  the  effect  on  a  laboratory’s 


Changes  to  the  Regulation 


Section  493.57  Requirements  for  a 
Registration  Certificate 


Section  493.61  Requirements  for  a 
Certificate  of  Accreditation 
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certificate  if  accreditation  organization 
approval  is  removed. 

•  We  are  adding  new  subsections  to 
discuss  a  renewal  process  that  was 
previously  addressed  in  §  493.65  of  the 
proposed  rule,  which  is  now  deleted. 

Section  493.63  Notification 
Requirements  for  Laboratories  Issued  a 
Certificate  of  Accreditation 

•  We  are  providing  that  a  laboratory 
with  a  certificate  of  accreditation  must 
notify  the  accreditation  program  no  later 
than  6  months  after  performing  any  test 
within  a  specialty/subspecialty  not 
included  in  the  certificate. 

•  We  are  revising  the  regulations  to 
provide  that  a  laboratory  must  notify 
only  the  accreditation  program  of 
deletions  or  changes  in  tests  included  in 
the  certiHcate. 

Subpart  G — Administration 
Summary  of  Proposed  Rule 

We  proposed  that  laboratories  must 
comply  with  Federal.  State  and  local 
laws,  and  the  standards  of  the  National 
Fire  Protection  Association  (NFPA). 

We  received  comments  opposing  the 
requirement  for  laboratories  to  comply 
with  all  applicable  Federal,  State  and 
local  laws  in  Subpart  G,  Administration. 
Some  commenters  noted  this 
requirement  would  authorize  the 
Department  to  enforce  regulations 
beyond  the  scope  of  CLIA,  which  is  to 
ensure  the  quality  of  laboratory 
services. 

CLIA  neither  authorizes  the 
exemption  of  any  laboratory  from  other 
applicable  Federal,  State  or  local  laws, 
nor  does  it  authorize  the  enforcement  of 
regulations  outside  the  scope  of  the 
statute.  Therefore,  we  are  deleting  the 
requirements  in  this  subpart  as 
redundant. 

State  and  local  laws  that  are  more 
stringent  than  Federal  requirements  take 
precedence  over  the  Federal  regulations. 
Laboratories  subject  to  other  applicable 
Federal  laws  will  be  required  by  the 
Federal  agency  with  jurisdiction  to 
comply  with  those  laws. 

Subpart  H— Proficiency  Testing  for 
Laboratories  Performing  Tests  of 
Moderate  and  High  Complexity 

Summary  of  the  Proposed  Rule 

We  proposed  this  subpart  as. 
"Participation  in  Proficiency  Testing  for 
Laboratories  Performing  Level  I  and 
Level  II  Tests,"  but  have  renamed  it  to 
be  consistent  with  changes  in  the 
categorization  of  tests  under  §  493.10. 

Proposed  subpart  H  contained 
descriptions  of  general  requirements  a 
laboratory  must  meet  for  enrollment  in  a 
proficiency  testing  (FT)  program,  for 


testing  PT  samples,  and  for  successful 
participation.  Also  described  were  the 
conditions  applying  to  PT  which  must  be 
met  for  certification  and  for 
reinstatement  after  a  failure  to 
participate  satisfactorily  in  PT.  Specific 
PT  requirements  for  each  specialty  were 
proposed. 

These  proposed  PT  requirements 
emphasized  the  importance  of  achieving 
a  passing  score  on  PT  samples  of  known 
content,  which  have  been  tested  in  the 
same  manner  as  the  laboratory  tests 
patient  specimens,  to  provide  a  measure 
of  a  laboratory's  quality.  The  procedures 
monitored  by  the  proposed  regulatory 
PT  program  focused  on  tests  which  are 
commonly  performed  or  whose  results 
are  critical  in  health  care,  or  both. 

In  §  493.801,  Condition:  Enrollment 
and  testing  of  samples,  we  proposed 
that  a  laboratory  seeking  certification 
must  notify  HCFA  of  the  approved  PT 
program  in  which  it  has  chosen  to  enroll 
for  each  specialty  and  subspecialty.  If  a 
laboratory  chooses  to  participate  in 
more  than  one  PT  program  for  a 
specialty  or  subspecialty,  we  proposed 
that  it  must  designate  which  program  it 
wishes  to  use  to  comply  with  PT 
requirements.  It  would  then  have  to 
participate  in  the  chosen  program  for 
quarters  before  designating  a  different 
program  for  PT  compliance.  The 
laboratory  must  agree  to  allow  all  PT 
programs  in  which  it  participates  to 
release  PT  performance  data  to  HCFA. 
The  laboratory  must  examine  or  test  the 
PT  samples  in  a  manner  as  close  as 
possible  to  the  same  manner  that  it  tests 
patient  specimens  and  must  maintain 
records  to  document  how  PT  samples 
were  handled  within  its  facility.  We 
proposed  that  interlaboratory 
communications  about  PT  results  before 
they  are  reported  and  referrals  of  PT 
samples  to  another  laboratory  for  testing 
be  prohibited. 

Section  493.803,  Condition:  Successful 
participation,  would  require  a 
laboratory  that  does  not  successfully 
participate  in  PT  for  an  analyte  or  test 
or  a  specialty  or  subspecialty  be  subject 
to  termination  of  its  certificate  or 
intermediate  sanctions. 

In  §  493.805  Condition:  Satisfactory 
participation  before  provisional 
certification  or  revising  a  certificate  to 
include  additional  specialties  and 
subspecialties  or  services,  we  proposed 
to  require  a  laboratory  to  demonstrate 
satisfactory  performance  in  one  PT 
testing  event  before  a  laboratory  would 
be  eligible  for  a  certificate  or  to  add  a 
specialty  or  subspecialty  to  its 
certificate. 

In  §  493.806  Condition:  Successful 
participation  before  certification,  we 
proposed  to  require  a  laboratory  to 


demonstrate  satisfactory  performance 
for  each  specialty  or  subspecialty  in 
three  consecutive  testing  events  before 
its  provisional  certificate  expired. 

Section  493.806  Condition: 
Reinstatement  of  laboratories 
performing  Level  I  and  Level  II  tests 
after  failure  to  participate  successfully, 
would  require  a  laboratory  whose 
certificate  was  suspended  or  whose 
Medicare  approval  was  terminated  or 
who  had  voluntarily  withdrawn  its 
certification  to  demonstrate  satisfactory 
performance  in  three  consecutive  PT 
testing  events  before  HCFA  would 
consider  reinstatement  In  any  event  the 
period  of  termination  would  not  be  less 
than  six  months. 

Sections  493.821  through  493.865 
contain  proposed  criteria  for  acceptable 
performance  for  each  specialty  and 
subspecialty  which  a  laboratory  would 
have  to  meet  to  participate  successfully 
in  a  PT  program.  For  most  analytes  or 
tests  examined  and  for  most  specialties 
and  subspecialties,  a  score  of  80%  would 
be  considered  a  reasonable  and 
achievable  level  of  performance. 
However,  for  immunohematology,  in 
which  even  one  error  can  have  serious 
and  immediate  consequences,  we 
proposed  to  require  a  performance  level 
of  100%  for  certain  components  of  this 
specialty. 

Sections  493.855  described  the 
proposed  requirements  for  successful 
participation  in  a  cytology  PT  program 
for  gynecologic  examinations  (Pap 
smears).  We  proposed  that  each 
individual  engaged  in  the  examination 
of  gynecologic  preparations  be  tested 
twice  per  year.  One  examination  would 
be  an  unannounced,  on-site  test  that 
was  conducted  annually  in  each 
laboratory,  and  one  would  be  one  of 
four  off-site  tests  conducted  annually  in 
each  State.  We  proposed  that  certain 
events  would  occur  if  an  individual 
scores  less  than  80  percent  on  a  test  set. 
The  laboratory  would  be  responsible 
fon 

•  Providing  the  individual  with 
immediate  remedial  training  in  the  area 
of  failure; 

•  Assuring  the  all  subsequent 
gynecologic  slides  were  reexamined 
until  the  individual  passed  a  testing 
event;  and 

•  Reexamining  the  last  500  slides  (500 
negative  slides  if  the  individual  who 
failed  the  testing  event  was  a 
cytotechnologist)  examined  by  the 
individual  before  the  failed  testing 
event. 

We  proposed  that  if  a  laboratory 
failed  to  take  the  required  remedial 
actions  when  one  or  more  individuals 
failed  a  testing  event  we  would  initiate 
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intermediate  sanctions,  revoke  the 
laboratory’s  certificate  for  gynecologic 
cytology  and  terminate  the  laboratory's 
Medicare  approval  for  gynecologic 
cytology  testing. 

Due  to  the  vast  number  of  newly 
regulated  laboratories  expected  to  be 
enrolled  in  proficiency  testing  (PT)  for 
the  Hrst  time  under  this  rule,  PT 
requirements  are  being  phased  in  to 
allow  laboratories  and  regulatory 
agencies  adequate  time  to  meet 
requirements.  These  never  before 
regulated  laboratories  will  be  required 
to  enroll  in  a  PT  program  approved 
under  this  rule  by  January  1, 1994. 
Sanctions  for  previously  unregulated 
laboratories  arising  out  of  PT  failures 
will  begin  on  January  1, 1995. 

While  this  phase-in  period  is 
necessary  for  previously  unregulated 
laboratories  (and  for  PT  programs  that 
will  need  the  extra  time  to  acquire  and 
prepare  the  greatly  expanded  volume  of 
samples  required),  its  application  to 
those  laboratories  that  have  previously 
been  required  to  participate  successfully 
in  PT  under  Medicare /Medicaid  and 
interstate  laboratory  regulations 
published  on  March  14. 1990  would  be 
problematic.  These  laboratories  have 
experience  with  PT  and  currently 
subscribe  to  PT  programs  that  can  meet 
their  needs.  Therefore,  we  could  see  no 
basis  for  exempting  these  laboratories 
from  PT  during  the  phase  in  period 
applicable  to  previously  unregulated 
laboratories. 

We  considered  two  other  possible 
approaches  to  the  problem  of  how  best 
to  deal  with  PT  requirements  in 
previously  regulated  laboratories.  First, 
we  could  have  carried  forward  the  PT 
standards  from  the  March  14, 1990  rule 
until  newly  regulated  laboratories  were 
fully  on  board.  This  approach  would 
have  been  consistent  with  the  CUA 
legislative  history  which  contemplated 
the  carrying  forward  of  current 
standards  until  they  could  be  replaced 
by  those  that  would  implement  CUA. 
Also,  it  would  not  be  disruptive  to 
currently  regulated  laboratories  since 
they  would  carry  on  with  their  current 
PT  participation.  This  approach, 
however,  would  have  severe 
repercussions  for  PT  providers. 
SpeciHcally,  carrying  forward  the 
current  PT  requirements  for  one  set  of 
laboratories,  while  simultaneously 
asking  PT  providers  to  develop  other 
programs  for  the  greatly  expanded 
regulated  universe  that  will  be 
participating  in  PT  on  January  1, 1994, 
would  be  excessively  burdensome  on 
those  programs  and  would  ultimately 
slow  the  pace  of  CUA  implementation. 
Thus,  we  concluded  that  it  would  not  be 


productive  to  have  current  PT  programs 
maintain  the  current  system  of  four  PT 
events  per  year  while  at  the  same  time 
gearing  up  for  production,  scheduling, 
processing  and  reporting  for  a  system  of 
three  events  per  year.  Nor  did  we  wish 
to  see  PT  programs  literally  having  to 
run  two  different  systems  during  1993. 

Second,  we  considered  applying  the 
new  PT  requirements  immediately  to  the 
currently  regulated  laboratories  while 
permitting  newly  regulated  laboratories 
the  phase-in  period  described  earlier. 

We  have  opted  for  the  second 
approach,  and  rejected  a  third 
possibility  that  currently  regulated 
laboratories  would  be  exempt  from  PT 
for  two  years.  As  we  have  explained, 
these  laboratories  are  already 
accustomed  to  enrollment  and 
participation  in  PT  programs,  and  we 
could  see  no  reasons  to  risk  lowering  the 
quality  of  laboratory  services  by 
dropping  the  PT  requirement  altogether 
until  January  1, 1994.  For  the  reasons 
stated  above,  we  also  rejected  as 
infeasible  and  counterproductive 
carrying  over  the  PT  requirements  from 
the  March  14, 1990  regulations. 

As  a  practical  matter,  currently 
regulated  laboratories  will  be  unaffected 
during  the  calendar  year  1992,  since  they 
have  already  purchased  their  complete 
PT  programs  for  the  full  year.  By  1993, 
the  PT  providers  will  be  ready  to  offer 
PT  to  the  previously  regulated 
laboratories  using  the  three  event 
schedule,  while  they  are  also  gearing  up 
for  the  greatly  expanded  PT  enrollment 
expected  by  1994  from  the  previously 
unregulated  laboratories.  This  approach 
affords  a  smooth  transition  to  the  full 
implementation  of  CUA  PT 
requirements  while,  at  the  same  time, 
maintaining  PT  participation  by  those 
laboratories  that  have  been  receiving 
Medicare  or  Medicaid  payments  and/or 
been  engaged  in  interstate  commerce 
under  the  March  14, 1990  regulations. 

Moreover,  laboratories  that  have  been 
participating  in  PT  programs  under  the 
March  14, 1990  regulations  ought  to  be 
satisfied  with  this  approach  since  it  was 
clearly  within  our  authority  to  maintain 
the  current,  and  somewhat  more 
rigorous,  PT  demands  of  those 
regulations  until  January  1, 1994.  We 
wish  to  emphasize,  however,  that  the 
substitution  of  three  PT  events  for  the 
current  four  annual  events  does  not 
decrease  our  ability  to  identify  poor 
laboratory  performance,  nor  does  it 
signal  a  diminution  of  laboratory 
standards  since  we  believe  that  the 
complementary  requirements  of  quality 
control,  quality  assurance,  and  patient 
test  management  provide  a 
comprehensive  regulatory  scheme  that 


we  believe  should  enhance  the  quality 
of  laboratory  services  performed  in  this 
country. 

The  relationship  between  proficiency 
testing  and  the  quality  of  laboratory 
testing  will  be  examined  as  part  of  the 
CUA  studies.  Every  effort  will  be  made 
to  develop  information  on  proficiency 
testing  as  quickly  as  possible.  When  the 
data  is  available,  it  will  be  used  as  a 
basis  for  making  corrections  and 
modifications,  and  to  refine  the 
proficiency  testing  standards  in  the 
regulations. 

Comments  and  Responses 

Approximately  5,700  comments  were 
received  in  response  to  the  proposed  PT 
regulations.  Of  these  comments.  61 
percent  addressed  concerns  about  PT 
participation,  34  percent  addressed 
topics  related  to  PT  program  operations 
and  logistics,  and  5  percent  addressed 
PT  definitions. 

About  38  percent  of  the  comments 
were  provided  by  physicians,  another  32 
percent  were  from  individuals  working 
in  independent  and  hospital  laboratories 
or  professional  organizations 
representing  such  individuals  or 
facilities,  11  percent  were  from  PT 
program  providers,  and  the  remainder 
were  from  a  variety  of  individuals, 
including  patients  and  the  general 
public. 

Comments  to  the  proposed  PT 
requirement  for  cytology  were  analyzed 
separately  from  those  to  the  other 
specialities  and  subspecialties.  Since  the 
regulations  in  this  subpart  are  so  similar 
to  the  Hnal  rule  with  comment  published 
on  March  14, 1990  (55  FR  9538],  we  are 
considering  comments  from  both  that 
final  rule  and  this  proposed  rule  in 
making  revisions  in  the  requirements  for 
PT  in  cytology. 

We  received  a  total  of  2,600  letters  in 
response  to  the  cytology  requirements  in 
the  March  14, 1990  rule.  These  letters 
contained  nearly  7,000  opinions  and 
suggestions  (comments)  on  participation 
in  PT  (§  493.855)  and  1,500  comments  on 
the  PT  program  (§  493.945).  In  response 
to  the  cytology  requirements  in  this 
proposed  rule,  we  received  900  letters 
that  contained  approximately  1,700 
comments  on  cytology  PT  participation 
and  470  comments  on  the  cytology  PT 
program.  The  majority  of  the  comments 
were  from  individual  laboratory 
professionals,  primarily  pathologists, 
cytotechnologists  and  medical 
technologists.  We  also  received 
comments  from  provider  organizations, 
professional  organizations,  and  other 
health  care  professionals. 

Comment:  Commenters  recommended 
that  the  studies  called  for  by  CLIA  be 
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completed  before  final  regulations  are 
written. 

Response:  The  CLIA  studies  are 
extremely  complex  research  projects 
and  will  require  several  years  to 
complete.  Therefore,  while  the  results  of 
these  studies  may  impact  future 
regulatory  requirements,  they  should  not 
delay  implementation  of  basic  good 
laboratory  practice  standards  included 
in  this  regulation. 

Comment:  One  commenter  suggested 
that  there  is  a  need  to  allow  for  interim 
provisions  for  in-house  blind  testing  and 
sharing  specimens  for  histology  and 
histocompatibility  testing. 

Response:  Under  Subpart  P,  Quality 
Assurance  for  Moderate  or  High 
Complexity  Testing,  or  both,  we  have 
provided  for  determining  the  accuracy  of 
tests  not  covered  in  subpart  I. 

Section  493.801  Condition:  Enrollment 
and  Testing  of  Samples.  (Previously 
Named,  Condition:  Enrollment  and 
Testing  of  Samples  for  Laboratories 
performing  Level  I  and  Level  II  tests) 

Comment:  Commenters  recommended 
that  we  phase  in  PT  programs  over  two 
years. 

Response:  We  agree  that  immediately 
implementing  PT  requirements  for  a  vast 
number  of  newly  regulated  laboratories 
would  place  an  unacceptable  burden  on 
such  laboratories  as  well  as  on  PT 
program  providers  and  HHS  and  its 
designees.  Therefore,  we  have  decided 
to  allow  a  two-year  phase-in  PT  for 
enrollment  of  newly  regulated 
laboratories,  but  will  continue  to  require 
PT  participation  for  laboratories  that 
were  regulated  under  the  March  14, 1990 
rule,  A  two-year  phase-in,  until  January 
1994,  for  enrollment  of  previously 
unregulated  laboratories  will  allow  the 
PT  providers  time  to  expand  their 
programs  to  accommodate  the  increased 
number  of  laboratories  and  also  allow 
regulatory  agencies  sufficient  time  to 
develop  processes  to  monitor  laboratory 
performance  and  apply  sanctions. 

Comment:  Commenters  recommended 
that  a  laboratory  be  allowed  to  change 
PT  programs  to  best  meet  its  needs. 

Response:  Section  353(f)(3)  of  the  PHS 
Act  requires  that  laboratories  issued  a 
certificate  be  proficiency-tested  for  each 
examination  or  procedure  conducted 
within  a  category  of  examinations  or 
procedures  for  which  it  has  received  a 
certificate,  except  for  examinations  or 
procedures  for  which  a  proficiency  test 
cannot  reasonably  be  developed. 

Recognizing  the  technical  and 
administrative  difficulties  that  would  be 
encountered  by  laboratories,  PT 
program  providers,  and  HHS  or  its 
designees  if  PT  were  required 
immediately  for  all  procedures  and 


examinations,  we  are  phasing  in  PT. 
Therefore,  although  many  external 
assessment  programs  provide 
evaluations  of  laboratory  performance 
for  a  wide  variety  of  tests,  in  order  to 
guide  efforts  to  improve  laboratory 
performance,  we  have  initially  selected 
only  those  tests  for  which  assessments 
of  laboratory  performance  can  be 
implemented  uniformly  on  a  national 
basis  in  a  regulatory  context  for 
inclusion  in  the  mandated  PT  evaluation 
program.  We  are  not  including  in  the 
required  PT  program  those  tests  for 
which  stable  materials  have  not  been 
developed,  those  for  which  the  scientific 
community  has  not  agreed  upon  what 
should  be  and  can  be  measured,  nor 
those  tests  for  which  we  have  been 
unable  to  evaluate  the  performance  of 
laboratories  to  determine  appropriate 
grading  criteria. 

For  those  tests  that  are  not  included  in 
the  uniform  graded  PT  program,  a 
laboratory  must  establish  the  accuracy 
and  reliability  of  its  testing  procedures. 

A  laboratory  may  either  subscribe  to  an 
external  assessment  program  that 
monitors  these  tests  at  least  twice  a 
year,  or  share  split  samples  with  another 
laboratory  or  incorporate  known  valued 
materials  as  unknowns  in  the  testing 
process. 

For  those  procedures  and 
examinations  that  are  included  in  the 
required  uniform  PT  program,  our 
interpretation  of  Congressional  intent  is 
that  a  laboratory  using  more  than  one 
method  need  only  participate  in  PT  for 
the  test  system,  assay,  or  examination. 
For  example,  if  a  laboratory  uses  three 
different  test  systems  to  perform 
cholesterol  measurements,  it  must 
participate  in  PT  for  only  one  of  these 
systems  in  a  PT  testing  event.  This  must 
'  be  the  method  that  is  used  as  the 
primary  system  or  is  located  at  the 
principle  site  of  patient  testing  during 
the  time  that  the  PT  event  is  being 
conducted.  We  also  are  requiring  that 
the  laboratory  establish  the  relationship 
between  the  results  obtained  with  the 
other  test  systems  and  the  system  being 
evaluated  by  PT  as  part  of  the 
laboratory's  quality  assurance  program. 

In  the  same  manner,  a  laboratory 
performing  testing  at  multiple  sites 
under  one  certificate  must  either 
participate  in  PT  for  each  site  or  it  must 
establish  and  maintain  a  fixed 
relationship  between  the  results 
obtained  at  each  site  with  those 
obtained  at  the  principle  site  used  for 
patient  testing.  In  such  cases,  the 
laboratory  must  select  the  principle 
patient  testing  site  as  the  site  to  be 
evaluated  by  PT. 

A  multiple-site  laboratory,  which  is 
covered  by  a  single  certificate  and  elects 


to  participate  in  PT  only  at  its  principal 
patient  testing  site,  must  appreciate  the 
fact  that  a  failure  in  PT  could  lead  to  the 
revocation  of  its  certificate  for  all  sites, 
not  just  for  the  one  participating  in  PT. 
Laboratories  are  allowed  to  change  from 
one  HCFA-approved  PT  program  to 
another  approved  program  after  they 
have  been  enrolled  for  one  year. 

Comment:  Some  commenters 
recommended  that  we  change  the 
requirement  for  a  laboratory  to  examine 
or  test  PT  samples  in  the  same  manner 
as  it  tests  patient  specimens.  These 
include:  to  delete  the  requirement,  to 
add  a  qualifying  statement  “where 
reasonable  and  practical  and/or 
possible,”  to  place  no  restrictions  on 
repeat  testing  of  samples,  to  allow  inter- 
laboratory  communication  after  PT 
results  are  submitted,  to  apply  the  same 
criteria  for  referral  of  PT  samples  as 
used  for  referral  of  patient  specimens,  to 
treat  documentation  for  PT  samples  and 
patient  specimens  in  the  same  manner, 
and  to  require  the  regulatory  agency  to 
investigate  any  allegation  that  a  PT 
sample  might  be  referred  to  another 
laboratory  rather  than  require  the 
laboratory  to  report  suspicious  behavior. 

Response:  Since  the  requirement  for  a 
certified  laboratory  to  treat  PT  samples 
in  the  same  manner  as  it  treats  patient 
specimens  referred  to  it  in  the  ordinary 
course  of  business  is  specifically  stated 
under  section  353(d)(1)(E)  of  the  Public 
Health  Service  Act,  it  cannot  be  deleted. 
We  agree  with  the  commenters  that  this 
requirement  only  applies  to  the  extent 
that  a  PT  sample  is  similar  to  a  patient's 
specimen — that  is,  some  PT  samples  are 
lyophilized  and  must  be  reconstituted 
before  analysis,  unlike  a  patient 
specimen.  However,  the  intent  is  for  the 
laboratory  not  to  otherwise  treat  the  PT 
samples  uniquely  by  performing  more 
analyses  or  a  different  tjrpe  of  analysis 
than  that  which  would  be  applied  to  a 
patient  specimen;  repeated  analysis  of 
PT  samples  is  not  appropriate  unless 
patient  specimens  are  similarly  tested. 

We  have  clarified  our  intent  under 
paragraph  (b)(3)  of  this  section  to  allow 
inter-laboratory  communication  about 
results  after  the  date  by  which  a 
laboratory  must  report  results  to  the 
program  for  the  testing  event. 

Under  paragraph  (b)(4),  we  indicate 
that  PT  specimen  referral  is  not 
necessary  for  purposes  of  PT,  since  a 
laboratory  is  being  evaluated  on  the 
basis  of  its  own  level  of  service,  not  on 
any  combination  of  service  between  it 
and  another  laboratory.  We  understand 
that  this  violates  the  condition  of 
treating  the  FT  sample  like  it  would 
treat  a  patient's  specimen  in  this 
instance.  It  was  the  intent  of  paragraph 
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(b)(4)  for  the  regulatory  agency  to 
investigate  any  allegation  that  a  PT 
sample  might  be  referred  to  another 
laboratory,  but  such  allegations  may 
require  other  laboratories  to  report 
suspicious  behavior. 

We  concur  that  the  intent  of 
paragraph  (b)(S)  of  this  section  is  for  a 
laboratory  to  treat  documentation  for  PT 
samples  and  patient  specimens  in  the 
same  manner. 

Section  493.803  Condition:  Successful 
Participation 

Approximately  1,500  comments  were 
received  in  response  to  this  section  of 
the  proposed  rule.  Over  95  percent  of  the 
commenters  opposed  the  requirement  to 
apply  sanctions  to  a  specialty  or 
subspecialty  based  on  the  PT  failure  for 
an  analyte  or  test  within  the 
subspecialty  or  specialty. 

Comment:  A  large  number  of 
commenters  strongly  objected  to  losing 
certification  for  a  specialty  or 
subspecialty  if  a  laboratory  performed 
unsuccessfully  for  the  challenges  on  a 
given  analyte:  the  commenters  also 
opposed  the  loss  of  certification  in  the 
respective  specialty  if  the  laboratory 
performed  unsuccessfully  in  a  given 
subspecialty. 

Many  comments  provided 
recommendations  or  alternative 
suggestions  to  this  regulation  including 
the  following: 

•  Establish  a  probationary  period  for 
the  laboratory  to  investigate  and  clarify 
an  event  following  a  failure; 

•  Establish  an  appeal  mechanism  for 
failures; 

•  Conduct  either  a  pilot  or  phase-in 
the  PT  program  before  implementing 
penalties: 

•  Use  a  training/education  focus: 

•  Establish  an  “investigational 
status”  for  any  laboratory  that  has 
failed  PT  or  voluntarily  withdrawn: 

•  Correlate  suspension/termination 
with  the  instrument/method  used  for 
testing  the  analyte  or  group  of  analytes, 
since  specialty /subspecialty  categories 
may  not  be  relevant  to  the  state-of-the- 
art  technology; 

•  Place  the  laboratory  at  risk  for  only 
the  failed  analyte: 

•  Continue  testing  the  analyte  by 
another  method,  if  the  analyte  was 
performed  routinely  using  more  than  one 
method; 

•  Withhold  action  against  the 
laboratory  until  there  are  serious 
problems  with  several  analytes  in 
specialties /subspecialties; 

•  Give  the  laboratory  the  option  to 
withdraw  from  testing  for  the  failed 
analyte: 


•  Delete  §  49d.801(b)  of  this  regulation 
and  refer  to  paragraph  (h)  “Intermediate 
Sanctions"  in  the  Act;  and 

•  Base  adverse  actions  only  on  true 
failures. 

An  additional  suggestion  provided  by 
one  commenter  for  the  specialty  of 
chemistry  was  to  suspend  by  analyte 
only  if  the  overall  score  for  the  specialty 
falls  below  60  percent. 

Response:  We  agree  with  the 
commenters  that  the  loss  or  limitation  of 
a  laboratory's  approval  or  certification 
for  a  specialty  or  subspecialty  if  a 
laboratory  performs  unsuccessfully  for 
the  challenges  on  a  give  analyte  is  a 
heavy  penalty.  A  laboratory  performing 
unsuccessfully  for  an  analyte  or 
challenge  can  choose  to  voluntarily 
withdraw  from  participation  in  PT,  by 
all  methods,  for  that  analyte  or 
challenge,  thereby  losing  the  ability  to 
perform  the  test  without  causing  the 
loss  of  approval  or  certification  for  the 
entire  specialty  or  subspedalty.  In 
addition,  we  have  included  provisions 
for  invoking  an  intermediate  sanction, 
as  opposed  to  loss  of  approval  or 
revoking  a  license  for  the  entire 
specialty,  whenever  failure  is  limited  to 
an  analyte  or  test  or  for  a  subspecialty. 

We  are  aware  of  the  need  to  provide 
an  opportunity  for  a  laboratory  to 
identify  and  to  correct  unsatisfactory 
performance  before  voluntarily 
withdrawing  service  or  having  sanctions 
imposed.  We  are  reducing  the  number  of 
testing  events  per  year  frx)m  four  to 
three  in  order  to  allow  more  time 
between  testing  events  for  corrective 
action  before  sanctions  are  applied. 

Section  493.805  Condition:  Successful 
Participation  Before  Initial  Aproval  of 
Licensure 

Comment'  A  few  commenters 
recommended  an  expedited  PT  schedule 
for  new  laboratories  awaiting  a 
provisional  certificate.  One  felt  that  this 
could  be  accomplished  by  allowing 
laboratories  to  request  PT  samples  from 
previous  PT  events.  Another  commenter 
felt  that  a  provisional  six-month 
certificate  should  be  issued  when 
laboratories  are  awaiting  PT  test  results, 
if  their  compliance  with  all  other 
regulations  has  been  verified.  A  few 
commenters  expressed  concern  that  this 
regulation  will  cause  delay  in  the 
institution  of  new  tests  and  provision 
should  be  made  to  allow  parallel  testing 
or  split  samples  to  verify  satisfactory 
performance  for  a  new  tesL 

Response:  We  agree  that  the 
requirement  for  demonstrating 
satisfactory  performance  in  one  PT 
testing  event  before  certification  or 
revising  a  certificate  is  not  necessary 
and  have  deleted  it  from  the  regulations. 


Section  493.806  Condition:  Successful 
Participation  Before  Certification 

Comment:  One  commenter  suggested 
expediting  the  certification  process; 
another  suggested  changing  this 
requirement  so  that  laboratories  would 
be  obligated  to  pass  only  two 
consecutive  or  two  of  three  PT  events  in 
order  to  obtain  certification;  and  a  third 
suggested  that  a  laboratory  not  be 
denied  certifreation  because  the  PT 
program  was  not  able  to  provide 
material. 

Response:  The  number  of  testing 
events  per  year  has  been  reduced  to 
three.  We  have  also  eliminated  the 
requirement  that  a  laboratory  must 
demonstrate  satisfactory  performance 
before  issuance  of  a  certificate. 

Section  493.807  Condition: 
Reinstatement  After  Failure  To 
Participate  Successfully 

Comment:  Many  commenters  felt  that 
a  waiting  period  of  not  less  than  six 
months  from  the  date  of  termination  of 
Medicare  approval  or  CUA  certification 
was  too  long  to  wait  and  therefore 
wanted  the  reinstatement  process 
expedited.  Many  others  felt  that  less 
than  three  PT  events  should  be  required 
for  reinstatement  because  a  laboratory 
cannot  improve  when  it  is  not  testing. 
Some  felt  that  one  on-site  PT  was 
sufficient  for  reinstatement,  while  some 
others  felt  that  no  on-site  PT  was 
needed  since  on-site  PT  was  considered 
to  be  expensive,  not  cost  effective,  and 
burdensome.  A  few  commenters  felt  that 
a  special  PT  challenge  should  be 
provided.  A  few  others  felt  that  instead 
of  the  termination  period  the  laboratory 
should  be  reinstated  when  it  can 
,  demonstrate  that  the  problems  leading 
to  the  failure  have  been  corrected  and  it 
is  successful  in  two  PT  events. 

Response:  We  feel  that  after  a 
laboratory  has  voluntarily  withdrawn 
from  offering  service  or  has  been 
terminated,  a  requirement  to 
demonstrate  that  problems  have  been 
corrected  is  essential  before  service  can 
be  resumed.  A  period  of  six  months  may 
seem  excessive  to  some;  however  a 
failing  laboratory  had  at  least  this 
amount  of  time  to  correct  its 
performance  problems  before  it  failed 
and  was  unable  to  do  so.  We  feel  that 
the  criteria  for  reinstatement  should 
include  two  consecutive  PT  testing 
events  to  demonstrate  that  the 
problem(s)  have  been  corrected  which 
would  require  a  minimum  of  six  months. 

Although  an  on-site  PT  event  will  not 
be  required  prior  to  reinstatement,  we 
retain  the  right  to  use  on-site  PT,  if 
necessary.  On-site  PT  offers  an 
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inspecting  agency  the  opportunity  to 
observe  the  testing  process  and  can  help 
to  identify  source(s)  of  error. 

Sections  493.821  through  493.865 
Proficiency  Testing  by  Specialty  and 
Subspecialty  (Except  §  493.855, 

Cytology) 

Comment:  Some  commenters  opposed 
setting  the  score  for  satisfactory 
performance  at  80  percent  and  were  in 
favor  of  a  lower  passing  score.  An  80- 
percent  score  was  viewed  as  an  unduly 
harsh  and  unrealistic  requirement.  It 
was  also  considered  by  some  to  be  too 
inflexible  for  some  testing  areas  such  as 
bacteriology.  One  commenter  suggested 
that  the  80-percent  score  should  be  a 
cumulative  score  for  two  PT  events, 
while  another  recommended  that  the 
scoring  be  suspended  until  a  pilot 
program  determines  an  appropriate 
value.  Another  commenter  proposed 
adopting  the  Commission  on  Office 
Laboratory  Assessment  (COLA) 
requirements  for  successful 
participation.  Another  commenter 
suggested  a  minimum  passing  score  of 
90  percent  if  the  director  is  qualified  as  a 
M.D.,  Ph.D.,  or  D.O.  An  additional 
suggestion  offered  for  this  regulation 
was  that  an  overall  score  of  60  percent 
be  used  for  satisfactory  performance  if 
less  than  10  challenges  are  provided. 

Response:  We  feel  that  a  laboratory 
that  meets  acceptable  standards  of 
laboratory  performance  should  be  able 
to  maintain  at  least  80  percent  of  its 
results  for  analytes  or  tests  in  any 
specialty /subspecialty  within  the  limits 
of  acceptable  performance  described  in 
these  regulations.  Several  factors  were 
taken  into  account  in  establishing  an  80 
percent  performance  requirement 
including:  A  review  of  historical  data 
that  documented  the  ability  of  most 
laboratories  to  achieve  this  level  of 
performance;  the  probability  that  a 
poorly  performing  laboratory  will  be 
identified  as  such;  and  the  probability 
that  a  laboratory  with  acceptable 
performance  will  not  be  misidentified  as 
a  poor  performer.  This  requirement  does 
not  imply  that  more  than  20  percent  of 
the  results  obtained  in  a  laboratory  that 
occasionally  achieves  a  score  of  less 
than  80  percent  jeopardizes  patients’ 
care.  However,  a  laboratory  that  cannot 
achieve  scores  of  at  least  80  percent 
over  an  extended  period  of  time  does 
pose  an  added  risk  to  the  public. 
Therefore,  we  are  retaining  the 
requirement  of  at  least  an  80-percent 
overall  score  as  a  criterion  for 
satisfactory  PT  performance  in  all  areas. 

Comment:  A  few  commenters 
proposed  100  percent  for  an  analyte 
score  for  diagnostic  immunology, 
chemistry,  and  hematology.  A  few 


commenters  felt  that  the  80  percent 
analyte  score  was  unduly  restrictive, 
while  another  suggested  an  analyte 
score  of  90  percent. 

Response:  We  consider  a  requirement 
of  at  least  80  percent  for  most  areas  as 
reasonable.  Since  we  are  requiring  five 
samples  per  testing  event,  less  than  an 
80  percent  score  would  mean  a 
laboratory  tests  only  three  of  five 
samples  (80  percent)  accurately. 

Comment:  A  few  commenters  felt  that 
flexibility  should  be  provided  in  the 
program  to  allow  a  laboratory  to 
continue  patient  testing  if  the 
laboratory’s  inability  to  submit  a  result 
is  due  to  an  unusual  event  such  as  a  loss 
of  sample(s)  or  a  logistic  breakdown  in 
the  PT  system.  It  was  further  suggested 
that  sanctions  should  not  be  imposed 
during  the  appeal  process.  One 
commenter  proposed  that  a  score  of  “0” 
should  be  given  to  laboratories  that  fail 
to  participate  in  a  particular  survey 
regardless  of  their  past  participation, 
while  another  commenter  felt 
nonperformance  should  be  fineable 
offense  rather  than  a  “0”  score.  One 
commenter  suggested  a  separate 
category  for  a  test  not  performed. 

Response:  Since  flexibility  has  been 
given  in  §  §  493.821  through  493.860  of 
this  regulation  to  PT  program  providers  . 
to  permit  them  to  compensate  for 
problems  in  the  testing  process,  we  do 
not  feel  that  a  laboratory  will  be 
inappropriately  penalized  for  failure  to 
participate. 

Comment:  Although  the  time  frame  is 
not  specified  in  the  regulations,  two 
commenters  replied  that  in  small 
laboratories,  a  turn-around  time  of  5-7 
days  could  be  a  hardship  and  that  a 
tum-around  time  of  10-15  days  would  be 
more  realistic. 

Response:  We  feel  that  the  time  frame 
for  reporting  results  should  be 
determined  by  the  PT  provider(s).  Since 
there  were  no  comments  opposing  this 
regulation  we  are  adopting  the  content 
of  the  proposed  rule  as  final. 

Comment:  One  commenter  proposed 
the  terminology  "unsuccessful”  rather 
than  "unsatisfactory”  with  regard  to 
immunohematology.  One  commenter 
also  requested  clariHcation  of  the  term 
“appropriate”  as  applied  to  training. 

One  suggestion,  speciHc  for 
microbiology  and  diagnostic 
immunology,  was  that  the  laboratory  in 
question  should  investigate  the  problem, 
take  corrective  action,  document  the 
findings  and  retain  the  records  for  two 
years  or  until  the  next  inspection, 
whichever  is  later.  One  commenter 
suggested  that  an  outside  source  be 
consulted  for  technical  assistance  with  a 
PT  failure;  another  commenter  requested 


that  the  laboratory  be  allowed  90-120 
days  to  correct  the  problem. 

Response:  The  term,  “unsatisfactory” 
relates  to  the  failure  in  a  PT  event,  while 
the  cumulative  effect  of  these  testing 
event  failures  leads  to  “unsuccessful” 
overall  performance. 

The  term  “appropriate”  refers  to  the 
level  of  training/technical  assistance 
needed  to  correct  problem(s)  where 
failures  occurred,  and  thus  enable  the 
laboratory  to  reach  satisfactory  status. 
The  laboratory  is  free  to  choose  its  own 
form  of  remedial  action,  provided  that  it 
corrects  the  problem(s)  after  the  first 
failure. 

A  statement  or  plan  of  corrective 
action  may  be  required  by  the  regulatory 
agency  and  any  such  actions  must  be 
documented.  We  have  increased  the 
time  between  testing  events,  which  will 
allow  more  time  for  corrective  action  to 
occur  before  the  next  testing  event. 

Comment:  In  diagnostic  immunology, 
one  commenter  suggested  substituting 
“marginal  performance”  when  a 
laboratory  fails  to  “achieve  satisfactory 
performance  for  the  same  analyte  or  for 
an  overall  testing  event  in  two 
consecutive  testing  events,  or  two  out  of 
three  consecutive  testing  events.”  One 
commenter  suggested  that  unacceptable 
performance  should  only  apply  after 
failure  of  three  consecutive  testing 
events  or  three  out  of  four  testing 
events.  Another  asked  that  the  criteria 
for  unsuccessful  performance  be 
appropriate  to  the  type  of  specimen. 

Response:  We  feel  that  unsatisfactory 
performance  should  be  corrected  as 
soon  as  possible.  Therefore,  a  plan  of 
corrective  action  may  be  required  by  the 
regulatory  agency  after  one 
unsatisfactory  testing  event.  This 
permits  a  laboratory  to  correct  its 
“marginal  performance.” 

By  reducing  the  number  of  testing 
events  per  year  from  four  to  three,  we 
have  allowed  more  time  for  corrective 
action  to  occur  before  the  next  testing 
event. 

Specimen  type  has  been  considered  in 
developing  the  PT  program.  A 
laboratory  will  be  evaluated  based  on 
the  type  of  specimen  it  ordinarily 
examines.  As  other  specimen  types  are 
added  to  the  program,  appropriate 
criteria  for  unsatisfactory  performance 
will  be  developed  for  these  specimen 
types. 

Comment:  One  commenter 
recommended  that  for  microbiology  and 
diagnostic  immunology  “marginal 
performance”  be  substituted  for 
“unacceptable”  in  the  instance  when  a 
laboratory  does  not  score  satisfactorily 
on  two  consecutive  testing  events  or  two 
out  of  three  testing  events.  ’They  further 
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recommended  adding  the  actions  that  a 
laboratory  must  take  to  address 
“marginal  performance".  A  few 
commenters  suggested  changing 
unacceptable  performance  to  either 
three  out  of  four  testing  events  or  four 
out  of  six  testing  events. 

Response:  We  have  taken  into 
account  concerns  over  “marginal 
performance”  by  allowing  time  for 
corrective  action  to  occur.  We  are 
specifically  delaying  the  imposition  of 
adverse  actions  until  a  laboratory  has 
demonstrated  unsatisfactory 
performance  on  two  consecutive  or  two 
out  of  three  testing  events. 

Comment:  A  few  commenters  felt  that 
a  100-percent  performance  requirement 
should  be  changed  to  80  percent;  one 
commenter  felt  the  requirement  should 
be  “less  than"  100  percent:  and  another 
commenter  wanted  the  100  percent 
performance  requirement  deleted.  One 
commenter  requested  clarification  of  the 
concept  of  how  “analyte"  applies  to 
“antibody  identification". 

Response:  Those  specialty/ 
subspecialty  tests  for  which  a  100- 
percent  performance  standard  is 
required  are  those  for  which  mistakes  in 
testing  could  have  an  immediate  and 
profound  effect  on  patient  care.  We  will 
retain  the  100  percent  analyte  score  for 
the  ABO/Rh  group  and  compatibility 
testing  in  recognition  of  their 
importance.  As  indicated  previously,  a 
laboratory  that  achieves  a  score  of  80 
percent  does  not  imply  that  20  percent  of 
its  results  jeopardize  patient  care. 
However,  sustained  scores  of  less  than 
80  percent  indicate  chronic  performance 
problems  that  could  affect  patient  care 
and  must  be  corrected. 

The  definition  for  the  term  “analyte" 
under  §  493.2  is  applicable  to  “antibody 
identification." 

Comment:  Many  commenters  felt  the 
concept  that  FT  samples  are  the  same  as 
patient  samples  is  unrealistic  and 
consequently  wanted  an  overall  score 
requirement  of  80  percent  rather  than 
100  percent  for  ABO/Rh  group,  and 
compatibility  testing.  However,  one 
commenter  suggested  a  score  of  90 
percent  overall;  one  a  score  of  60-80 
percent,  and  another  wanted  the 
requirement  deleted  in  its  entirety. 

One  commenter  suggested  that  if  the 
number  of  challenges  was  increased,  a 
90-percent  score  would  become 
acceptable. 

Response:  We  disagree  with  the 
commenters.  We  require  at  least  95 
percent  agreement  on  the  correct 
response  for  such  tests  before  they  are 
evaluated,  which  compensates  for 
unrealistic  samples.  Given  the 
importance  of  accuracy  in  these  tests  we 
will  retain  the  100  percent  overall  score 


for  ABO/Rh  group  and  compatibility 
testing. 

Section  493.855  Cytology 

Comment-  Most  commenters  did  not 
object  to  participating  in  a  PT  program 
for  gynecologic  cytology.  However, 
some  who  did  object  recommended  that 
quality  control  and  quality  assurance 
measures  be  used  instead  of  PT  to 
identify  individuals  who  need 
remediation.  Several  stated  that  the 
proposed  regulations  placed  too  much 
weight  on  PT  as  a  measure  of  quality; 
some  suggested  that  mandatory 
continuing  education  be  substituted  for 
PT.  A  few  others  recommended 
conducting  pilot  studies  or  initiating 
cytology  PT  on  a  trial  basis  before  a 
national  program  is  established. 

Response:  CLIA  mandates  PT  for 
cytology.  The  primary  purpose  for  PT  is 
to  identify  performance  problems  that 
need  correction  or  improvement  and  to 
ensure  that  good  performance  is 
maintained  over  time.  Quality  control 
and  quality  assurance,  in  conjunction 
with  PT,  identify  performance  problems. 
We  recognize  the  value  of  continuing 
education,  but  do  not  think  that  it  can 
substitute  as  a  measure  of  performance. 

PT  as  described  in  the  revised 
§  493.855  is  a  means  to  identify 
individuals  who  need  intensive  remedial 
education  to  improve  their  performance. 
While  pilot  PT  programs  for  cytology 
may  be  worthwhile,  we  believe  we  have 
developed  reasonable  and  achievable 
standards  based  on  information  and 
implementation  experience  from 
existing  State  PT  programs  for  cytology. 
Revisions  in  the  requirements  for  PT  will 
be  based  on  recommendations  of  the 
Clinical  Laboratory  Improvement 
Advisory  Committee.  We  believe  that 
the  revisions  described  herein  provide 
the  framework  for  a  PT  program  that  is 
reasonable  and  achievable. 

Comment:  An  enormous  number  of 
commenters  opposed  the  requirements 
under  §  493.855(a)  describing  PT  for 
individuals.  A  large  number  of 
commenters  felt  that  the  requirement  for 
testing  individuals,  in  particular 
pathologists,  was  tantamount  to 
recertification  and  could  supersede 
State  medical  licensing  and  medical 
specialty  recertification  prerogatives. 
Many  suggested  testing  the  laboratory 
as  a  whole  instead  of  individuals.  They 
asserted  that  testing  the  laboratory  was 
the  most  cost-effective  and  realistic 
measure  of  day-to-day  quality  and 
would  allow  for  the  normal  teamwork 
among  pathologists  and 
cytotechnologists.  Some  commenters 
expressed  concern  that  individual 
testing  measured  test  taking  skills  rather 
than  performance  ability. 


Response:  CLIA  requires  periodic 
confirmation  and  evaluation  of  the 
proficiency  of  individuals  involved  in 
screening  and  interpreting  cytologic 
preparations.  This  evaluation  is 
intended  as  a  measure  of  performance 
only  in  the  area  of  gynecologic  cytology, 
and  therefore  does  not  threaten  or 
supersede  medical  licensure  or 
certification.  Unlike  most  other 
laboratory  subspecialties,  the  quality  of 
cytology  testing  depends  on  the 
recognition  and  interpretive  skills  of  the 
individual  cytotechnologists  and 
pathologists;  therefore  PT  is  focused  on 
measuring  these  individual  skills. 

Comment-  An  overwhelming  number 
of  commenters  were  opposed  to 
participating  in  PT  twice  per  year  as 
required  under  proposed  §  493.855(a). 

The  majority  suggested  changing  the 
frequency  of  testing  to  every  one  or  two 
years.  Other  suggestions  ranged  from 
four  times  per  year  to  every  five  years. 

A  few  commenters  suggested  variable 
testing  schedules  in  which  testing 
frequency  would  be  reduced  for  those 
individuals  with  successful  participation 
and  increased  for  those  who  were 
unsuccessful.  Commenters  said  that 
biannual  testing  was  excessive  and  that 
skills  are  not  lost  in  six  months.  No 
State  conducts  biannual  testing 
currently,  some  added.  They  also 
pointed  out  that  there  is  no  data  to 
support  that  the  frequency  of  PT  in  the 
proposed  regulation  will  improve  the 
quality  of  cytology  laboratory  test 
results. 

Response:  In  response  to  these 
comments  and  other  considerations,  we 
are  initially  establishing  the  frequency 
for  cytology  testing  events  for  each 
individual  at  once  per  year  (unless  the 
individual  fails  a  testing  event).  We 
have  made  this  change  from  the 
proposed  rule  on  the  basis  of  the 
specific  cytology  PT  requirements  at 
section  353(f)(4)(B)(iv)  of  the  PHS  Act. 
Here,  the  law  requires  that  the  Secretary 
establish  “periodic"  evaluation  of 
individuals  involved  in  screening  or 
interpreting  cytological  preparations. 
This  is  in  contrast  to  the  general  PT 
requirement  for  at  least  twice  annual  PT 
set  forth  at  section  353(f)(3)(A)  of  the 
PHS  Act.  We  believe  that  we  may 
interpret  the  cytology  provision  as  the 
one  that  governs  since  Congress  was  so 
specific  in  the  law.  Accordingly,  we 
believe  that  we  have  the  discretion  to 
define  “periodic"  for  cytology  PT,  and 
have  concluded  that  it  permits  once 
annual  PT  for  each  individual  engaged 
in  screening  or  interpretation  of 
cytological  preparations. 

Since  there  is  currently  no  cytology  PT 
being  conducted  on  a  national  basis,  the 
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logistics  for  establishing  and 
administering  such  a  program  must  be 
developed.  We  expect  that  the 
establishment  of  a  program  will  take  a 
considerable  period  of  time,  since  a 
number  of  tasks  must  be  accomplished, 
such  as  the  accumulation  and 
referencing  of  slides  and  the 
development  of  scoring  and  reporting 
systems.  In  addition,  we  anticipate  that 
administering  the  program  will  involve 
coordination  with  State  survey  agencies 
and  the  establishment  of  systems  to 
schedule  testing  events,  distribute  test 
sets  and  conduct  on-site  testing.  In  light 
of  the  anticipated  time  required  for 
development  of  the  program,  we  are 
allowing  laboratories  previously 
unregulated  until  January  1, 1994  to 
enroll  all  individuals  involved  in 
gynecologic  cytology  slide  examination 
in  an  approved  FT  program. 

Comment:  A  large  number  of 
commenters  addressed  the  requirements 
under  proposed  §  493.855(a]  for 
unannounced,  on-site  testing  and 
announced,  o^-site  testing  events.  Many 
commenters  had  no  problem  with  on¬ 
site  testing  events,  but  aaid  that  they 
should  be  announced.  They  stated  that 
imannounced  testing  will  be  disruptive, 
costly  and  inefficient,  since  many 
examinees  may  be  absent  on  the  test 
date.  They  also  said  there  was  no  real 
benefit  to  totally  unannounced  testing 
since  preparation  for  this  type  of  test  is 
not  possible.  A  few  commenters 
suggested  that  the  week  of  the  on-site 
testing  be  announced  but  not  the  day.  A 
few  commenters  suggested  that  on-site 
testing  be  reserved  only  for  remedial 
actions.  Numerous  commenters 
preferred  a  mailed  FT  program  over  on¬ 
site  or  off-site  testing,  saying  that  it 
would  be  more  cost-effective.  Some 
recommended  regional  or  statewide 
testing  instead  of  on-site  testing  and  a 
few  suggested  that  this  off-site  testing  be 
used  in  combination  with  mail-out 
challenges  and  on-site  evaluations,  with 
the  laboratory  given  the  option  of 
choosing  sites  and  testing  format.  Other 
commenters  recommended  the 
elimination  of  off-site  testing  because  it 
could  not  be  characterized  as  being 
“under  normal  working  conditions”. 
Some  commenters  noted  that  off-site 
testing  is  costly  in  terms  of  travel 
expenses  and  time  lost  from  work  and 
that  it  could  cause  delays  in  reporting 
patient  results  and  increase  the  cost  of 
Pap  smears.  Some  commenters  stated 
that  it  would  be  extremely  difficult  for 
small  laboratories  to  participate  in  an 
off-site  program.  A  few  commenters 
suggested  a  testing  format  based  on  an 
on-site  review  of  random  cases  by 
outside  cytology  professionals. 


Response:  Standards  in  CLIA  under 
section  353(f)(4){B)(iv)  of  the  PHS  Act 
mandate  both  announced  and 
unarmounced  on-site  FT  of  individuals. 
Therefore,  we  are  retaining  the 
requirement  for  announced  and 
unannounced  on-site  testing.  We  agree 
with  commenters  that  in  most  instances 
announced  testing  is  preferable. 
However  we  are  retaining  the  option  to 
conduct  unannounced  testing,  if  needed, 
in  laboratories  on  which  we  have 
received  complaints,  for  example.  We 
expect  that  testing  will  typically  be 
announced  and  are  requiring  that  FT 
providers  schedule  the  on-site  events  at 
least  30  days  in  advance.  This  provision 
should  allow  maximum  participation  in 
testing  events  since  all  personnel, 
except  in  unusual  circumstances,  should 
be  present  at  the  time  of  testing.  In  spite 
of  this  provision,  some  individuals  may 
be  unable  to  participate  in  the  on-site 
testing  event.  Therefore,  we  are 
providing  for  off-site  testing  events  in 
each  region  or  State  so  that  personnel 
who  miss  an  on-site  event,  as  well  as 
those  who  are  newly  employed  or  those 
who  need  to  be  retested,  can  participate 
in  a  testing  event  within  a  reasonable 
time  firame.  We  have  specified  that 
these  off-site  events  must  take  place  as 
necessary  to  provide  all  individuals  with 
opportunities  for  testing. 

While  a  mailed  FT  program  may  be 
more  cost-effective,  we  do  not  think  that 
it  is  appropriate  for  evaluating  the 
performance  of  individuals,  as  it  would 
be  impossible  to  monitor  in  order  to 
ensure  that  each  individual  was 
equitably  tested.  Mailed  FT  is  more 
realistic  as  a  tool  for  assessing  the 
overall  or  collective  performance  of  the 
whole  laboratory. 

Comment:  A  few  commenters 
suggested  changing  the  passing  score  for 
a  FT  event  whi^  was  fixed  at  80 
percent  under  proposed  §  493.855(b]. 
Approximately  equal  numbers  of 
commenters  recommended  making  the 
passing  score  more  than  80  percent  as 
recommended  making  it  less  than  80 
percent.  Several  commenters  suggested 
adopting  the  scoring  system  used  in 
Maryland  or  New  Yoiic. 

Response:  We  are  modelling  the 
scoring  system  as  described  in  $  493.945 
after  that  in  use  in  the  State  of 
Maryland.  To  that  end  we  have  changed 
the  minimum  passing  score  to  90 
percent.  Therefore,  §  493.855(b)  now 
states  that  an  individual  is  determined 
to  have  failed  a  testing  event  if  he  or  she 
scores  less  than  90  percent  on  a  test  set. 
This  90  percent  score,  however,  cannot 
be  directly  compared  to  the  proposed  80 
percent  score  because  the  point  scoring 
system  has  also  been  changed.  In 


addition,  at  §  493.855(b],  we  have  added 
a  maximum  time  allowed  for  each 
testing  event,  based  on  the  FT  program 
in  the  State  of  Maryland.  Individuals  are 
given  not  more  than  2  hours  to  complete 
a  10-slide  test  and  4  hours  to  complete  a 
20-slide  test.  These  time  limits  were 
established  to  provide  for  equitable 
testing  on  a  national  scale  and  to  allow 
individuals  sufficient  time  to  complete 
the  test  at  their  normal  pace  without 
unduly  restricting  or  extending  the  time 
for  the  examination. 

Comment:  The  consequences  of  failing 
a  testing  event  as  described  under 
§  493.855(b]  were  a  major  concern  to  a 
large  number  of  commenters.  Numerous 
commenters  suggested  that  individuals 
who  fail  a  FT  event  be  given  the 
opportunity  for  a  retest  before 
remediation  or  rescreening  requirements 
are  imposed.  Some  noted  that  test 
anxiety  is  likely  to  be  a  factor  for  the 
initial  examination.  Many  commenters 
suggested  that  retesting  should  occur 
within  30  days  after  the  first  test.  One 
organization  said  that  pathologists 
should  be  excluded  from  failure 
penalties  because  this  action  would 
preclude  physicians  firom  practicing 
medicine  in  their  specialty. 

An  overwhelming  number  of 
commenters  recommended  eliminating 
the  requirement  for  reexamining  the  last 
500  slides  read  by  an  individual  who 
fails  a  FT  event.  They  said  it  is  punitive, 
burdensome,  has  no  statistical  validity, 
and  that,  for  small  laboratories,  could 
mean  going  back  to  pull  slides  from 
many  previous  months.  Some 
commenters  suggested  reexamining  less 
than  500  slides,  with  suggestions  ranging 
from  50  to  250.  Others  recommended 
prorating  the  number  of  slides  to  be 
reexamined  based  on  the  size  of  the 
laboratory.  A  few  recommended 
requiring  a  small  percentage  of 
previously  read  slides  be  reexamined  by 
an  outside  reviewer. 

Many  commenters  also  opposed  the 
requirement  to  reexamine  all 
subsequent  gynecologic  slides  until  an 
individual  passes  a  FT  event.  They  said 
that  this  requirement  would  effectively 
force  small  laboratories  to  close  because 
the  individual  who  failed  the  FT  event 
and  the  rescreencr  would  both  be 
removed  firom  the  work  force.  In  light  of 
the  current  shortage  of 
cytotechnologists,  they  noted,  this  could 
have  a  detrimental  impact  on  Pap  smear 
services.  Few  commenters  opposed 
requiring  remedial  training  for 
individuals  who  failed  FT  as  long  as 
individuals  were  first  given  a  retest.  A 
few  commenters  suggested  that  remedial 
training  be  provided  by  approved 
cytopathology  teaching  centers. 
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Response:  We  agree  with  the 
commenters  on  several 
recommendations  concerning  PT  failure. 
We  are  deleting  the  requirement  for 
reexamination  of  the  last  500  slides  read 
by  an  individual  who  fails  a  PT  event. 
The  intent  of  this  review  was  to  further 
analyze  the  slide  evaluation  problems 
that  an  individual  demonstrated  in  PT 
and  to  ensure  that  there  were  no 
significant  errors  in  recently  evaluated 
specimens.  While  we  realized  that  the 
statistical  probability  of  discovering 
missed  cases  of  cancer  by  this 
retrospective  rescreening  was  low,  it 
was  felt  that  even  if  only  a  few  cases 
were  discovered,  the  review  would  be 
worthwhile.  Nevertheless,  we  agree 
with  the  commenters  that  this 
requirement  may  be  burdensome  and 
costly  for  some  laboratories  and  may 
not  accomplish  the  intended  goals.  Even 
though  we  are  deleting  the  requirement 
for  retrospective  slide  review,  we  expect 
that  if  a  serious  performance  problem  is 
identified  by  PT,  the  laboratory  will  take 
the  initiative  to  review  previous  slides 
to  further  deHne  the  problem. 
Furthermore,  laboratories  must  meet 
stringent  requirements  for  quality 
control,  as  specified  under  §  493.1257, 
which  include  limits  on  workload  and 
retrospective  negative  slide  review  and 
confirmation  of  abnormal  results.  At 
least  10  percent  of  the  slides  interpreted 
as  negative  by  each  cytotechnologist 
will  be  routinely  reexamined.  This 
ongoing  program  for  error  detection  and 
feedback  on  performance  should 
identify  individual  performance 
problems  and  correct  them  on  a 
continuing  basis. 

We  are  providing  for  a  series  of 
retests  for  those  individuals  who  fail  PT 
events.  Individuals  who  fail  the  annual 
testing  event,  which  involves  evaluation 
of  a  10  slide  test  set  as  described  in 
§  493.945,  must  be  provided  with  a 
retest,  using  another  10  slide  test  set, 
within  45  days  after  the  receipt  of  the 
notification  of  failure.  Examinations 
must  be  offered  as  necessary  within 
each  State  or  region  to  provide  sufficient 
opportunities  to  participate  in  a  retest 
within  this  period  of  time.  An  unexcused 
failure  to  appear  for  a  retest  will  result 
in  test  failure.  There  are  no  other 
repercussions  for  failure  of  the  first 
testing  event. 

If  an  individual  fails  the  Hrst  retesi 
(the  second  test),  the  laboratory  must 
provide  him  or  her  with  documented 
remedial  training  and  education  in  the 
area  of  failure  and  must  assure  that  all 
subsequent  gynecologic  slides  are 
reexamined  until  the  individual  is  again 
retested  and  passes  the  testing  event.  If 
this  slide  reexamination  is  not  feasible. 


such  as  in  a  laboratory  with  few 
personnel,  the  laboratory  has  the  option 
of  assigning  the  individual  duties  other 
than  gynecologic  slide  evaluation. 
Following  completion  of  remedial 
training,  the  individual  is  eligible  to  take 
another  retest.  This  second  retest 
involves  evaluating  a  20  slide  test  set, 
and  is  thus  more  rigorous  than  the  Hrst 
retest. 

If  an  individual  fails  the  second  retest 
(the  third  test]  he  or  she  must  cease 
examining  gynecologic  slides.  In 
addition,  the  laboratory  must  assure  that 
the  individual  obtains  in-depth  training 
in  cytology  by  obtaining  at  least  35 
hours  of  formally  structured  continuing 
education  which  focuses  on  the 
examination  of  gynecologic 
preparations.  Formally  structured 
continuing  education  means  educational 
activities  such  as  those  sponsored  by 
local,  regional,  national  or  international 
organizations  or  institutions.  Such 
programs  are  usually  accredited  by  the 
Accreditation  Council  for  Continuing 
Education,  or  equivalent,  and  provide 
one-for-one  credit  hour  certiHcation.  For 
physicians,  this  training  would  consist 
of  credit  hours  that  are  approved  by  the 
American  Medical  Association  or  the 
American  Osteopathic  Association  for 
either  category  1  or  category  2D 
physician  recognition  award.  For 
cytotechnologists  the  credit  hours  are 
approved  by  the  International 
Association  of  Cytology  or  The 
American  Society  of  Cytology,  for 
example.  Numerous  training  programs 
exist  throughout  the  country  which  meet 
these  criteria. 

After  completion  of  the  training 
requirement,  the  individual  must  be 
retested  with  a  20  slide  test  set  and 
achieve  a  passing  score  before  he  or  she 
may  resume  examining  gynecologic 
slides. 

Comment:  We  received  only  a  few 
comments  concerning  the  sanctions  for 
failure  of  the  laboratory  to  take  the 
required  remedial  actions  after  PT 
failure  as  described  under  §  493.855(c]. 
The  majority  of  these  suggested  that 
sanctions  be  directed  at  education  and 
enhanced  performance  rather  than 
punitive  actions.  One  commenter 
requested  clarification  as  to  why  a 
cytology  laboratory  is  penalized  for  not 
providing  remediation  instead  of  for 
failing  PT  as  was  proposed  for  other 
laboratory  subspecialties. 

Response:  We  are  retaining  and 
expanding  this  requirement  so  that 
sanctions  will  be  imposed  on  a 
laboratory  that  does  not  provide  for 
individuals  who  fail  a  testing  event  to  be 
retested  as  well  as  to  receive  remedial 
training  after  failing  the  Hrst  or  second 


retesting  events.  PT  in  other 
subspecialties  is  based  on  laboratory 
performance  and  sanctions  are  imposed 
on  the  subspecialty  for  repeated  poor 
performance.  Since  the  PT  program  for 
cytology  is  based  on  the  assessment  of 
individual  performance,  the  effects  of  PT 
failure  are  designed  to  improve  the 
performance  of  individuals,  and  the 
laboratory  is  sanctioned  for  not 
participating  in  this  improvement 
process. 

Changes  to  the  Regulation 

Section  493.801  Condition:  Enrollment 
and  Testing  of  Samples 

Laboratories  not  previously  subject  to 
Federal  regulations  must  be  enrolled  in 
an  approved  proficiency  testing  program 
on  January  1, 1994.  Laboratories 
regulated  under  the  March  14, 1990  rule 
are  required  to  enroll  and  participate  in 
an  approved  proficiency  testing  program 
under  this  rule,  effective  July  1, 1992  for 
the  calendar  year  1993. 

Since  PT  is  no  longer  conducted  on  a 
quarterly  basis,  we  are  amending 
§  493.801(a)(3)  and  are  requiring  a 
laboratory  to  participate  in  an  approved 
PT  program  for  one  year  before  it  can 
designate  a  different  PT  program  for 
compliance  with  requirements  for  PT 
enrollment.  We  are  amending 
§  493.801(b)(2)  to  clarify  the  frequency 
with  which  PT  samples  may  be  tested 
and  §  493.801(b)(3]  to  permit  inter¬ 
laboratory  communications  about  PT 
after  the  reporting  date  for  the  testing 
event.  Section  493.801(b](4]  is  modified 
to  clarify  our  intent  for  a  laboratory  not 
to  refer  PT  samples  for  tests  for  which  it 
is  certified  to  perform  to  another 
laboratory  for  analysis.  We  are  also 
indicating  that  the  laboratory  director, 
rather  than  the  PT  program  provider, 
has  the  responsibility  to  assure  that  a 
signed  attestation  statement  is 
maintained  for  each  PT  event  that 
documents  that  PT  samples  have  been 
handled  in  the  same  manner  as  patient 
specimens.  The  attestation  statement  is 
part  of  the  record  of  the  PT  event  and 
therefore  is  required  to  be  kept  for  a 
minimum  of  two  years  from  the  date  of 
the  PT  event. 

Section  493.803  Condition:  Successful 
Participation 

Provisions  of  this  section  become 
effective  on  January  1, 1995  for 
previously  unregulated  laboratories. 
Under  §  493.803(c],  we  are  withdrawing 
the  proposal  to  suspend  a  laboratory's 
certificate  or  terminate  Medicare  or 
Medicaid  approval  for  an  entire 
specialty  or  subspecialty  for  a 
laboratory  which  fails  to  perform 
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successfully  for  an  analyte  or  test. 
Previously  regulated  lalwratories 
subject  to  the  March  14, 1990  rule  will  be 
subject  to  sanctions  for  PT  failure 
beginning  on  january  1, 1994.  If  a 
laboratory  fails  FT  for  an  analyte  or  test, 
they  may  voluntarily  withdraw  service 
for  the  test  or  analyte,  by  all  methods, 
and  therefore  not  Im  subject  to  sanctions 
for  the  specialty  or  subspecialty.  If  they 
fail  to  withdraw,  they  are  subject  to 
intermediate  sanctions  for  the  analyte  or 
test  subspecialty. 

Section  493.806  Condition:  Successful 
Participation  Before  Certification 

Laboratories  are  not  required  to 
participate  in  PT  before  a  certiHcate  or  a 
revised  certiHcate  is  issued.  Therefore, 
we  are  deleting  this  proposed  condition. 

Section  493.807  Condition: 
Reinstatement  After  Failure  to 
Participate  Successfully 

Two  consecutive  satisfactory  PT 
testing  events,  (one  of  which  may  be  on¬ 
site,  if  necessary],  are  required  before  a 
laboratory  is  reinstated  after 
termination  of  Medicare  approval  or 
revocation  of  the  CUA  certificate. 

Sections  493.821  through  493.865 
Proficiency  Testing  by  Specialty  and 
Subspecialty  (Except  §  493.855, 

Cytology) 

The  provisions  of  the  proposed  rule 
are  adopted  as  final  with  the  following 
exceptions/additions; 

•  In  §  493.835,  only  overall 
performance  is  evaluated  in  syphilis 
serology. 

Section  493.855  Cytology 

By  January  1, 1994,  individuals 
engaged  in  the  examination  of 
gynecologic  preparations  must  be 
enrolled  in  a  PT  program.  Initially,  each 
individual  must  participate  in  an  annual 
testing  event  that  involves  the 
examination  of  a  10  slide  test  set.  One 
testing  event  will  be  conducted  annually 
in  each  laboratory  and  will  be 
announced  or  unannounced.  Testing 
events  will  be  conducted  as  necessary 
in  each  region  or  State. 

Individuals  who  fail  the  annual  testing 
event  by  scoring  less  than  90  percent  on 
a  10  slide  test  set  must  be  retested  with 
another  10  slide  test  set  within  45  days 
of  the  notification  of  failure.  Individuals 
who  fail  the  retest  must  be  provided 
with  remedial  training,  and  all 
subsequent  gynecologic  slides  must  be 
reexamined  until  the  individual  passes  a 
20  slide  retest.  An  individual  who  fails 
the  second  retest  must  cease  examining 
gynecologic  slides  and  the  laboratory 
must  assure  that  the  individual  obtains 
at  least  35  hours  of  continuing  education 


in  cytology  before  another  20  slide  retest 
is  scheduled.  Unexcused  failure  to 
appear  for  a  retest  will  result  in  test 
failure. 

Subpart  I— Proficiency  Testing 
Programs  for  Tests  of  Moderate  and 
High  Complexity 

Summary  of  the  Proposed  Rule 

We  proposed  this  subpart  as 
Proficiency  Testing  Programs  for  Level  I 
and  Level  II  Tests,  but  have  renamed  it 
to  be  consistent  with  changes  in  the 
categorization  of  tests  under  §  493.10. 

We  proposed  requirements  that  a  PT 
program  provider  would  have  to  meet 
before  a  laboratory  could  use  the 
program  to  meet  the  PT  requirements  of 
Subpart  H.  Proficiency  Testing  for 
Laboratories  Performing  Tests  of 
Moderate  and  High  Complexity.  For 
each  specialty  and  subspecialty,  we 
described  the  program  content, 
frequency  of  challenge,  number  of 
challenges  per  quarter,  and  process  for 
evaluating  performance. 

We  proposed  that  programs  would 
have  to  offer  at  least  five  challenges  per 
quarter  for  each  analyte  or  test,  except 
for  mycobacteriology,  which  was  to  be 
evaluated  with  five  challenges  twice  per 
year.  Criteria  for  determining  acceptable 
performance  were  proposed,  with 
performance  evaluations  based  on  the 
scope,  type,  and  level  of  services  a 
laboratory  offers. 

We  proposed  a  process  for  updating 
the  PT  requirements  after  the  proposed 
program  had  been  in  operation  for  two 
years.  We  proposed  to  review  standards 
for  PT  programs  on  a  regular  basis  and 
to  make  necessary  changes  in  the 
required  program  after  giving  notice  of 
these  changes  to  all  affected  individuals 
and  groups  through  an  expedited  rule 
making. 

In  §  493.945  we  proposed  that  test  sets 
for  cytology  PT  be  composed  of  20  glass 
slides  which  represent  various  types  of 
challenges  including  unsatisfactory 
preparations,  normal  and  various 
abnormal  challenges.  We  proposed  that 
each  individual's  responses  would  be 
evaluated  by  comparison  with 
responses  that  represented  an  80 
percent  consensus  agreement  of  at  least 
5  pathologists.  We  proposed  that 
premalignant  and  malignant  slide 
preparations  be  confirmed  by  an  80 
percent  consensus  agreement  on  the 
tissue  biopsy.  We  proposed  a  scoring 
system  with  point  values  based  on  the 
significance  of  the  relationship  of  the 
slide  interpretation  to  a  clinical 
condition.  The  point  values  for  correct 
and  incorrect  responses  would  range 
from  maximums  of  2  points  to  —1  point, 
with  a  formula  for  calculating  the  total 


points  based  on  100  percent.  We 
proposed  four  response  categories  using 
the  nomenclature  developed  at  the 
National  Cancer  Institute  Woikshop  in 
Bethesda,  Maryland  in  1988,  known  as 
The  Bethesda  System,  and  proposed  that 
this  nomenclature  system  be  used  by 
individuals  to  report  PT  results. 

Implementation  of  Subpart  I 

The  provisions  of  Subpart  I  of  this  rule 
will  be  applied  to  proficiency  testing 
program  providers  seeking  approval  for 
their  programs  in  1893.  Applicants  must 
submit  a  detailed  description  of  their 
program  by  July  1, 1992  in  order  to  be 
approved  as  1993  proficiency  testing 
program  providers. 

Comments  and  Responses 

Section  493.901  Approval  of 
Proficiency  Testing  Programs 

Comment’  Some  commenters  asked 
that  “for  profit”  and  “duly  empowered” 
city  PT  programs  be  permitted.  A  few 
commenters  suggested  using  existing  PT 
programs,  such  as  those  offered  by 
States  or  by  professional  specialty 
organizations,  such  as  the  Commission 
on  Office  Laboratory  Assessment.  A  few 
commenters  recommended  that  the  FDA 
be  designated  to  clear  and  monitor  the 
PT  programs;  a  few  others  preferred  that 
HCFA  be  the  monitoring  agency. 

Many  commenters  asked  that 
different  PT  programs  be  established  for 
Levels  I  and  II  testing.  A  few 
commenters  suggested  that  PT  programs 
should  develop  PT  for  specific 
methodology/instrument  combinations 
and  be  allowed  time  to  develop  test 
materials  without  subjecting 
laboratories  to  penalties.  Other 
suggestions  included  the  establishment 
of  a  program  for  eye  banks  and  the 
establishment  of  an  advisory  panel  of 
experts  in  PT.  Some  commenters 
suggested  that  we  provide  a  customer 
service  or  complaint  handling  process 
and  define  the  procedure  in  those 
situations  where  PT  is  not  available. 

Response:  We  cannot  approve  “for 
profit”  PT  programs  because  the  law 
references  only  State  and  private  non¬ 
profit  organizations  as  approved 
program  providers.  In  accordance  with 
State  law,  a  State  may  delegate 
responsibility  for  PT  of  a  city’s 
laboratories  to  a  city;  however,  the  city's 
PT  program  must  meet  all  applicable  IT 
program  provider  requirements  before  it 
can  become  an  HHS  approved  PT 
program  provider.  A  professional 
specialty  organization  that  is  non-profit 
can  submit  its  program  for  review  and 
approval.  Approval  of  FT  programs  and 
monitoring  the  effectiveness  of  the 
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approved  programs  is  an  HHS 
responsibility,  which  could  be  delegated 
to  any  of  the  agencies  within  HHS. 
Presently,  HCFA  has  that  responsibility, 
but  HCFA  relies  on  the  PHS  to  provide 
advice  to  HCFA  on  technical  and 
scientiHc  issues  related  to  PT. 

We  do  not  propose  to  have  different 
PT  in  terms  of  the  h^quency,  number  of 
samples,  or  grading  for  tests  of  moderate 
and  high  complexity.  We  agree  that  PT 
for  less  complex  testing  should  be 
provided.  This  can  be  accomplished  by 
PT  providers  developing  PT  modules  to 
fit  the  testing  being  performed  without 
establishing  completely  separate  high 
and  moderate  complexity  PT  programs. 
For  example,  PT  providers  might 
establish  a  program  for  laboratories  that 
only  perform  Gram  stain  testing.  The 
phase-in  period  will  allow  the  PT 
providers  time  to  develop  the  needed 
modules  and  for  laboratories  to  enroll  in 
a  program  that  most  closely  matches  its 
level  of  service.  In  addition,  a  PT 
provider  can  provide  samples  that  are 
specific  for  a  methodology /instrument 
and  can  develop  new  materials  before 
they  are  employed  in  the  regulatory 
portion  of  the  program. 

We  have  reviewed  the  services 
offered  by  eye  banks  and  do  not  feel 
that  a  unique  PT  program  is  necessary 
since  the  laboratory  testing  performed 
by  eye  banks  fits  well  with  existing 
programs.  We  agree  with  the  comment 
that  an  advisory  panel  on  PT  is  needed. 
The  Clinical  Laboratory  Improvement 
Advisory  Committee  or  one  of  its 
subcommittees  can  address  PT 
concerns. 

Approved  PT  program  providers  must 
offer  technical  assistance  to  laboratories 
enrolled  in  their  PT  programs.  We  agree 
that,  as  part  of  this  assistance,  PT 
providers  must  establish  and  maintain  a 
process  for  resolving  problems  with 
administrative,  technical,  and  scientific 
issues  about  program  operations. 
Therefore,  we  have  modified  the 
regulation  to  assure  this  process  will  be 
available  in  programs  offered  by 
approved  providers. 

If  no  PT  program  exists,  a  laboratory 
can  maintain  its  own  internal 
consistency  in  performance  by 
analyzing  split  patient  or  control 
samples  with  another  laboratory  or  by 
incorporating  known  value  samples  as 
unknowns  in  the  test  procedure. 
However,  if  a  PT  program  evaluates 
performance  for  analytes  or  tests  which 
are  currently  not  part  of  analytes  or 
tests  included  in  regulatory  PT,  a 
laboratory  can  use  the  unregulated  tests 
to  monitor  its  own  performance  for 
these  additional  tests. 

Comment:  Some  commenters 
indicated  that  it  should  be  imperative 


that  PT  providers  indicate  the  source, 
manufacturing  process,  possible 
interfering  components  and  predictable 
matrix  effects  of  all  PT  samples  offered 
in  their  program.  Providers  should  also 
arrange  to  include  shipping  and  storage 
conditions  for  samples  and  to  monitor 
the  condition  of  samples  on  arrival  at 
participating  laboratories.  A  few 
commenters  suggested  that  the  PT 
materials  should  be  compatible  for  each 
technology/instrument.  It  was 
reconunended  that  the  providers  should 
be  allowed  to  develop  test  materials 
without  penalizing  participants  and  that 
providers  should  be  relieved  of  any 
responsibility  for  defending  the 
credibility  of  values  assigned  to  PT 
samples  when  the  samples  were  used 
for  on-site  PT. 

Response:  We  agree  that  PT  program 
providers  should  be  responsible  for 
identifying  any  known  interfering 
substances  in  the  sample  matrix  they 
provide  and  to  assist  participating 
laboratories  and  kit  and  instrument 
manufacturers  in  identifying  any 
unknown  interferents.  We  are  adding  a 
provision  to  require  approved  PT 
program  providers  to  have  a  process  in 
place  to  resolve  administrative, 
technical  and  scientific  issues  about 
their  program.  Concerns  about  the 
logistics  associated  with  PT,  such  as 
shipping  and  storage  conditions,  etc.,  or 
about  sample  matrix  effects  for  a 
particular  technology/ instrument  could 
also  be  handled  by  this  process. 

We  agree  that  PT  providers  should 
complete  the  development  of  new  test 
materials  before  these  materials  are 
introduced  into  the  regulatory  program. 
However,  PT  programs  must  still  meet 
the  minimum  requirements  specified  for 
approval,  in  addition  to  the  inclusion  of 
strictly  experimental  PT  components. 

Regarding  samples  used  for  on-site 
PT,  the  PT  provider  is  responsible  for 
the  integrity  of  the  samples  used  up  to 
the  point  of  the  delivery  of  samples  to  a 
laboratory  or  laboratory  surveyor. 

Comment:  One  commenter 
recommended  that  the  Food  and  Drug 
Administration  (FDA)  inspect  and 
enforce  21  CFR  Part  606,  Current  Good 
Manufacturing  Practice  (GMP)  for  Blood 
and  Blood  Components,  and  21  CFR  Part 
640,  Additional  Standards  for  Human 
Blood  and  Blood  Products,  of  the 
regulations  since  there  are  no  provisions 
in  the  regulations  for  monitoring 
compliance  with  GMP.  Two  commenters 
stated  that  the  regulations  omit  a 
relevant  part  of  the  CFR  pertaining  to 
GMP  and  that  those  practices  specified 
in  21  CFR  Part  820,  GMP  for  Medical 
Devices:  General,  should  be  included. 
Another  organization  suggested  that  the 
words  “when  practical”  be  inserted 


before  “prepare  or  purchase”  to  avoid 
the  need  of  continual  regulation 
revision.  One  commenter  suggested  that 
patient  specimens  should  be  allowed  for 
PT  use. 

Response:  The  FDA  has  the 
enforcement  responsibility  for 
compliance  with  GMP.  We  agree  that  21 
CFR  part  820  should  be  included  as  a 
cross  reference  under  the  revised 
§  493.901(b)(l)(ii].  We  feel  that  the  GMP 
rules  provide  sufficient  flexibility  to 
address  concerns  about  short-lived 
materials. 

Comment:  A  few  commenters 
recommended  that  “scientifically 
defensible  process"  be  defined  and 
clarified.  It  was  also  suggested  that 
"peer  group”  comparisons  are  the  only 
scientifically  justifiable  means  of 
comparing  laboratory  performance. 

Response:  A  scientifically  defensible 
process  for  determining  the  correct 
response  for  each  PT  challenge  is  one 
that  is  both  technically  feasible  and 
credible.  It  should  take  into  account 
such  factors  as  any  known  and 
predictable  causes  of  interference  with 
test  results  due  to  the  sample  matrix  as 
well  as  the  accuracy,  precision, 
sensitivity,  and  specificity  of  methods 
used  to  determine  the  correct  response. 

Peer  group  comparisons  may  be 
unavoidable  in  some  instances,  but 
should  only  be  used  when  no  other 
means  of  achieving  comparable  results 
across  methods  is  possible.  If  bias 
between  methods  of  unknown  origin 
occurs  and  the  sample  matrix  is 
suspected  as  the  source,  the  PT  program 
should  seek  to  determine  the  reason  for 
the  bias  in  conjunction  with  the 
manufacturers  of  the  method  and  the 
laboratories  using  the  method. 
Comparability  of  data  across  the 
nation's  laboratories  will  not  be 
achieved  unless  the  reasons  for  bias 
between  methods  and  problems  with  the 
matrix  of  PT  samples  are  identified  and 
corrected,  where  possible. 

Comment:  Overall,  the  requirement 
for  a  signature  block  for  attestation  on 
the  report  form  was  viewed  as 
burdensome,  of  little  value,  and  one  that 
should  be  eliminated.  Some  commenters 
suggested  that  the  laboratory  maintain 
the  documentation  in-house  for  review, 
at  the  time  of  a  regular  inspection.  A  few 
commenters  requested  clarification  and/ 
or  better  definition  of  the  attestation 
statement. 

Response:  The  attestation  statement 
defines  who  was  responsible  for 
assuring  that  the  PT  samples  were 
tested  in  the  same  manner  as  patient 
specimens.  The  PT  program  provider  is 
responsible  for  providing  a  place  on  its 
report  form  for  the  attestation  statement. 
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The  laboratory  director  is  now 
responsible  for  ensuring  that  the 
attestation  statement  is  completed  and 
maintained  as  a  record  as  required 
under  §  493.801(b)(5),  Condition: 
Enrollment  and  testing  of  samples. 

Comment:  One  commenter  asked  for 
clariHcation  of  the  process  for  replacing 
lost  or  damaged  samples  and  a  few 
commenters  suggested  expanding  the 
requirement  to  include  a  mechanism  to 
investigate  and  resolve  problems  and 
complaints. 

Response:  The  PT  program  provider 
must  notify  its  program  participants  of 
the  process  a  participant  should  use  to 
replace  lost  or  damaged  samples.  We 
agree  that  PT  program  providers  need  to 
have  a  process  to  resolve  problems  and 
have  added  this  provision  to  our 
regulations. 

Section  493.903  Condition: 

A  dministrati  ve  Responsibilities 

Comment:  It  was  suggested  that  the 
reporting  time  be  extended  to  60  days. 
One  commenter  asked  that  the  data  be 
made  available  “rapidly"  and  another 
indicated  that  PT  results  should  be 
issued  within  2  weeks.  A  third 
commenter  would  prefer  cytology  PT 
results  within  7  days.  Another  indicated 
that  a  PT  provider  should  be  allowed  2 
years  from  the  date  of  the  final  rule 
publication  to  adjust  its  system  to  meet 
the  new  reporting  requirements. 

Response:  Participants  in  PT  programs 
and  regulatory  agencies  need  to  receive 
reports  of  results  of  testing  events  as 
soon  as  possible.  Laboratories  or 
individuals  who  fail  testing  events  must 
have  sufficient  time  between  testing 
events  to  take  corrective  action  before 
the  next  testing  event.  Due  to  the  large 
amount  of  information  that  must  be 
computer  analyzed  and  the  many 
potential  sources  of  delays  in  receipt  of 
PT  reports,  we  feel  that  the  45-day  time 
frame  for  issuing  reports  may  not  be 
sufficient.  After  taking  into  account  the 
increase  in  the  number  of  newly 
regulated  laboratories  that  will  be 
participating  in  PT  for  the  first  time,  we 
are  requiring  three  rather  than  four 
testing  events  per  year.  Proficiency 
testing  program  providers  must  be 
allowed  sufficient  time  to  process  data 
for  PT  events  in  order  to  provide 
laboratories  and  HHS  or  its  designee 
with  reports  on  individual  laboratory 
performance;  HHS  or  its  designee  must 
have  sufficient  time  to  determine  which 
laboratories  have  not  performed 
acceptably;  and  laboratories  must  be 
allowed  sufficient  time  to  identify  the 
source  of  problems  and  to  correct 
performance  problems.  Historically, 
using  quarterly  PT,  it  has  not  been 
technically  feasible  even  with  a  much 


smaller  number  of  participating 
laboratories  to  allow  sufficient  time  for 
ail  of  these  activities  to  take  place 
before  the  next  testing  event  occurs. 

This  change  permits  more  time  for 
problem  identification  and  correction 
between  testing  events  and  allows  an 
increased  time  period  for  PT  providers 
to  issue  reports.  Under  the  new 
provisions,  PT  providers  will  be  allowed 
60  days  to  issue  reports,  except  for 
cytology  reports,  which  must  be  issued 
within  15  working  days. 

Regarding  the  comments  that  the  PT 
provider  be  allowed  2  years  to  adjust  its 
systems  to  meet  any  new  reporting 
requirements,  the  phase-in  period  should 
permit  time  for  PT  providers  to  meet  all 
reporting  requirements. 

Comment:  One  commenter  suggested 
that  the  PT  program  reporting 
requirements  be  strengthened  by 
requiring  providers  to  monitor 
performances  on  a  continual  basis.  This 
monitoring  would  include  information 
on  sample  problems  attributed  to  matrix 
effects  and  individual  system  biases 
rather  than  PT  participant  errors.  One 
commenter  recommended  this  regulation 
be  deleted  because  the  specific  details 
of  such  reports  and  the  extent  of  data  to 
be  collected  are  not  specified. 

Response:  We  agree  that  PT  program 
providers  should  monitor  performance 
problems  attributed  to  matrix  effects 
and  individual  system  biases.  Therefore, 
we  have  added  a  requirement  that  PT 
providers  must  report  to  HCFA  on  an 
annual  basis  any  previously 
unrecognized  sources  of  variability  in 
kits,  instruments,  methods,  or  PT 
samples  which  adversely  affect  their 
ability  to  evaluate  laboratory 
performance. 

Comment:  One  commenter  indicated 
that  the  requirement  to  maintain  records 
for  5  years  is  “unreasonable”  and  an 
“unwarranted  burden”  on  PT  programs. 
The  commenter  stated  that  it  should  be 
the  responsibility  of  HHS  or  its  State 
agencies  to  keep  records  since  all  of  the 
necessary  data  would  be  provided  to 
them  on  a  regular  basis. 

Response:  Since  adverse  action 
proceedings  based  on  failure  in  PT  will 
require  confirmation  of  PT  results 
generated  by  the  PT  program  provider, 
we  feel  that  the  PT  provider  must 
maintain  these  records  for  at  least  five 
years.  HHS  or  its  designee  will  retain 
copies  of  these  reports,  but  will  not 
possess  originals,  nor  will  HHS  or  its 
designee  possess  the  type  of  detailed 
information  about  the  samples  and 
about  the  PT  provider’s  evaluation 
process  for  the  specific  samples  that  are 
included  in  the  adverse  action. 


Section  493.907  Process  for  Updating 
PT  Programs 

Comment:  One  commenter  suggested 
that  obsolete  tests  be  deleted  from  PT, 
but  that  routinely  well  performed  tests 
not  be  deleted.  Data  from  the  latter 
could  provide  HCFA  with  a  tool  to 
evaluate  program  performance.  Another 
commenter  suggested  that  there  should 
be  an  exemption  provision  for  “well 
performed”  tests  which  have  proven  to 
be  free  from  performance  error,  if 
documented  appropriately.  It  was 
suggested  that  HHS  should  convene  a 
panel  of  experts  in  the  PT  field  to 
monitor  program  compliance,  assess 
needed  changes  in  the  programs,  as  well 
as  advise  HHS  on  matters  relating  to  PT 
program  development. 

Response:  A  Clinical  Laboratory 
Improvement  Advisory  Committee, 
formed  by  HHS,  will  evaluate  the 
appropriateness  of  applicable 
requirements  of  proficiency  testing 
including  retaining  well-performed  tests. 
HHS  must  publish  any  changes  in  the 
Federal  Register  and  will  allow 
proficiency  testing  program  providers 
two  years  to  incorporate  the  new 
program  requirements. 

-As  required  by  the  Public  Health 
Service  Act,  participation  in  PT  will  be 
required  for  all  procedures  and 
examinations  for  which  PT  can 
reasonably  be  developed.  HHS  will 
phase  in  the  PT  requirements  for 
additional  analytes  as  tests,  specialties, 
and  subspecialities  and  consider  other 
revisions  to  program  requirements 
based  on  recommendations  of  the 
Clinical  Laboratory  Improvement 
Advisory  Committee  concerning  the 
feasibility  of  additions  of  analytes  to  the 
national  PT  program.  Laboratories 
offering  service  for  these  analytes  or 
tests  will  be  required  to  enroll  in  an 
approved  PT  program  by  the  effective 
date  specified  in  the  regulations  for 
these  procedures  or  examinations. 

Sections  493.909-493.959  Proficiency 
Testing  Programs  by  Specialty/ 
Subspecialty  (Formerly  Proficiency 
Testing  Programs  by  Specialty/ 
Subspecialty  for  Level  I  and  II  Tests) 

Comment:  Some  suggestions  were 
made  for  adding  and  dividing  specialties 
and  subspecialties.  Commenters 
recommended  adding  the  specialty  of 
flow  cytometry,  which  would  include 
image  analysis,  molecular  pathology 
diagnostics,  and  nucleic  acid  probe 
technology.  One  commenter,  however, 
thought  ^at  nucleic  acid  probe 
technology  should  be  a  subspecialty  of 
microbiology.  One  commenter  suggested 
adding  a  new  specialty  of 
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dermatopathology.  Other  commenters 
suggested  adding  subspecialties  to 
specialties  including  direct  antigen 
testing,  lyme  disease  serology,  viral 
markers,  and  newborn  genetic 
screening.  A  few  commenters  suggested 
dividing  the  specialty  of  chemistry  into 
subspecialties  of  routine  chemistry, 
enzymatic  chemistry,  electrolyte 
chemistry,  blood  gas,  and  drug  screening 
and  dividing  the  specialty  of  hematology 
into  hematology  and  coagulation.  Others 
suggested  dividing  the  specialty  of 
immunology  into  subspecialties  of 
immunol(^cal  components,  infectious 
disease,  and  non-infectious  disease. 
Another  commenter  recommended  that 
the  specialty  of  immunology  be 
eliminated.  A  few  commenters 
recommended  dividing  the  specialty  of 
toxicology  into  subspecialties  of  drugs 
of  abuse,  blood  alcohol,  and  toxic 
metals.  An  alternative  that  was 
suggested  would  be  to  reserve 
toxicology  for  drugs  of  abuse  and  create 
a  new  specialty  for  therapeutic  drug 
monitoring. 

There  were  a  few  suggestions  that  the 
subspecialty  categorization  consider 
variations  in  technology,  or  that  testing 
requirements  be  by  analyte  rather  than 
specialty.  One  commenter  proposed  that 
the  specialty /subspecialty  concept  be 
deleted  altogether  and  that  HHS,  using 
the  assistance  of  laboratory 
representatives  knowledgeable  in 
current  laboratory  operations,  develop  a 
relevant,  achievable  and  practical 
categorization  scheme. 

Response:  We  feel  that  the  creation  of 
additional  specialty  or  subspecialty 
areas  is  not  warranted  at  this  time.  FT 
results  will  be  evaluated  by  analyte  or 
test  regardless  of  which  subspecialty  or 
specialty  they  are  categorized  under  for 
FT  purposes. 

We  will  consider  changes  in 
specialty/subspecialty  categories 
recommended  by  the  Clinical 
Laboratory  Improvement  Advisory 
Committee.  This  Committee  will  assist 
HHS  in  determining  the  appropriateness 
of  new  specialty  and  subspecialty 
categories.  Any  necessary  realignments 
of  PT  tests  to  correspond  to  new 
specialty  or  subspecialty  categories  will 
occur  in  conjunction  with  these  changes. 

Comment  For  microbiology,  one 
commenter  suggested  that  "types  of 
services  offered  by  laboratories”  for 
bacteriology,  mycobacteriology, 
mycology,  and  parasitology  rewritten 
to  reflect  current  technology  and  the 
wide  scope  of  testing  performed. 
Another  commenter  felt  that  this 
regulation  was  designed  for  large  full- 
service  laboratories  and  could  not  be 
applied  to  smaller,  limited-service 
laboratories. 


Others  felt  that  organism 
identification  to  species  was 
unnecessary  and  should  be  used  only  if 
the  organism  is  clinically  significant 
from  the  standpoint  of  pathogenicity  or 
treatment.  One  commenter  felt  that 
laboratories  should  be  classified  in  a 
manner  similar  to  the  College  of 
American  Pathologists  system,  while 
another  said  that  “type  ot  service" 
should  be  based  on  specimen  type.  A 
specialized  program  in  parasitology  for 
laboratories  which  determine  the 
presence  of  parasites  and  refer  them  to 
another  laboratory  for  identification 
was  recommended  by  one  commenter. 
One  commenter  felt  ^at  for  bacteriology 
the  pathogenicity  of  a  microorganism 
should  determine  the  level  at  which  it 
should  be  tested. 

For  mycology  PT,  a  few  commenters 
expressed  the  opinion  that  PT 
laboratories  identify  yeast  only  to  the 
species,  while  a  few  others  suggested 
identification  to  the  genus  level,  with 
species  level  identiflcation  optional. 
“Special  allowance"  was  requested  to 
cover  a  screening  procedure  for  Candida 
albicans  by  germ  tube  for  those 
laboratories  that  do  bacteriology,  and 
send  out  other  mycologj'.  One 
commenter  requested  a  “type  of  service" 
for  those  laboratories  only  performing 
yeast  identification.  Also,  a  type  of 
service  was  requested  in 
mycobacteriology  for  those  laboratories 
that  interpret  stains  and  culture,  but 
send  out  the  positive  cultures  for  ID  and 
sensitivity. 

With  regard  to  immunohematology, 
one  commenter  indicated  that  the 
terminology  “D(Rho)  group"  is  incorrect 
and  that  the  proper  terminology  is  “Rh 
typing”.  “Compatibility  testing"  should 
be  called  “Crossmatching”.  Correct 
terminology  should  be  incorporated 
throughout  the  regulation. 

Response:  We  have  revised  the  types 
of  service  categories  in  microbiology  to 
more  accurately  reflect  the  range  of 
service  offered  in  all  types  of 
laboratories.  We  have  expanded  the 
number  of  types  of  service  from  three  to 
five  for  bacteriology,  from  three  to  five 
for  mycobacteriology,  and  from  two  to 
four  for  mycology.  We  have  included 
pinworm  preparations  as  part  of  the 
type  (a)(lj  level  of  service  in 
parasitology. 

We  have  not  attempted  to  determine 
or  to  define  the  clinical  utility  of  the 
different  levels  of  microbiological 
ser\dce  being  offered  nor  have  we  tried 
to  determine  the  appropriateness  of 
level  of  service  by  specimen  type.  The 
laboratory  must  test  the  PT  samples  to 
the  extent  to  which  service  is  offered 
regardless  of  the  number  of  categories 
developed  for  type  of  service.  If  a 


laboratory  offers  service  for  yeasts,  it 
must  enroll  in  PT  for  mycology. 

In  immunohematology,  for  PT 
purposes,  we  have  amended  the  types  of 
service  offered  to  designate  separately 
each  of  the  components.  The 
terminology  used  in  this  section  is  now 
consistent  and  appropriate  for  the 
specialty. 

Comment  A  few  commenters 
suggested  that  the  specific  list  of 
organisms  for  bacteriology, 
mycobacteriology,  mycology, 
parasitology,  and  virology  be  deleted  in 
order  to  permit  more  flexibility  in  each 
subspecialty  and  to  meet  the  clinical 
relevance  criteria  of  the  Act.  One 
commenter  suggested  adding  the  clause 
“but  not  limited  to”  in  bacteriology  to 
provide  for  inclusion  of  emerging 
pathogens.  One  commenter  indicated 
that  HHS  should  specify  the  inclusion  of 
important  viruses  as  opposed  to 
determining  important  emergent  viruses. 

A  few  commenters  indicated  that  only 
the  pathogens  and  normal  flora  that  are 
representative  of  the  patient  population 
and  are  commonly  encountered  by  the 
physician  should  be  included  in  PT 
specimens.  For  mycobacteriology,  it  was 
suggested  that  10  percent  of  the  samples 
should  be  mixed.  A  few  commenters 
asked  for  clarification  of  the  50  percent 
principal  organism/50  percent  normal 
flora  specimen  requirement.  Another 
suggested  that  the  word  “principal”  be 
changed  to  “clinically  relevant”. 

It  was  also  recommended  that  PT 
challenges  for  organism  identification  be 
separate  from  those  for  susceptibility 
testing.  Another  recommendation  was 
that  samples  for  Gram  stain 
interpretation  be  included  along  with 
bacteria  isolation  and  identification. 
With  regard  to  susceptibility  testing,  it 
was  suggested  that  minimum  inhibitory 
concentration  (MIC)  target  values  be 
based  on  “participant  means”  to  allow 
for  biases  which  exist  for  panels  from 
different  manufacturers.  One  commenter 
asked  for  an  interpretation  of  the 
meaning  of  “predictable  pattern”  of 
sensitivity. 

One  commenter  stated  that  M.  terrae 
belongs  in  Group  II  (not  IV):  M 
fortuitum  in  Group  IV  (not  V):  and  that 
there  is  no  Group  V.  Another  stated  that 
most  authorities  recognize  only  five 
groups  of  mycobacteria,  not  six  as 
listed,  and  recommended  that  organisms 
in  Groups  III  and  IV  be  combined. 
Additional  recommendations  were  to 
add  challenges  for  nucleic  acid  probe 
technology  and  for  antigen  detection  for 
E.  histolytica,  to  add  measurements  for 
urine,  bile,  solid  tissues,  and  vitreous 
humor  in  toxicology,  and  to  include 
body  fluids  and/or  tissue  smears  in 
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parasitology.  Others  suggested  adding 
educational  materials  in  parasitology, 
and  to  add  PT  for  illegal  drug  screening 
and  other  forensic  purposes. 

With  regard  to  hematology,  one 
commenter  suggested  expanding  the 
requirement  to  include  current  WBC 
identification  techniques,  as  well  as  new 
technology.  Another  recommended  that 
the  WBC  differential  not  be  included  at 
all  “because  of  the  lack  of  valid 
statistical  scheme  for  averaging  and 
comparing  across  cell  lines”,  as  well  as 
the  difficulty  of  producing  and  shipping 
glass  slides.  It  was  stated  that  the  use  of 
kodachrome  transparencies  has  proven 
successful  in  the  past. 

Response:  We  believe  that  a  specific 
list  of  organisms  for  bacteriology, 
mycobacteriology,  mycology, 
parasitology  and  virology  serves  as  a 
guide  to  PT  providers  about  program 
content  and  assists  regulatory  agencies 
with  a  comparison  of  PT  programs.  The 
proposed  rule  included  provisions  for 
changes  in  the  list  of  organisms  to 
permit  the  addition  of  emerging 
organisms.  The  organisms  in  the  PT 
samples  are  expected  to  be 
representative  of  those  found  in  patient 
specimens.  However,  we  recognize  that 
those  organisms  included  in  national  PT 
programs  may  not  always  represent 
those  being  found  locally  at  any  given 
time. 

We  support  the  need  to  have  a  50- 
percent  mixed  culture  distribution  of 
samples,  since  the  samples  must  be 
representative  of  those  encountered  in 
human  specimens.  By  this  we  mean  that 
samples  will  consist  of  two  types:  one 
type  will  be  for  the  identiHcation  of  only 
the  significant  pathogens;  the  other  type 
will  be  for  the  identiHcation  of  all 
organisms  present.  Of  the  first  type  one 
half  of  the  samples  will  be  pure  cultures 
and  one  half  will  be  mixed  cultures.  Of 
the  second  type  one  half  of  the  samples 
will  be  bure  cultures  and  one  half  will 
be  mixed  cultures. 

We  agree  with  the  commenters 
regarding  the  classification  of 
mycobacteria  and  have  revised  the 
regulation  to  reflect  the  correct  groups  of 
mycobacteria. 

The  term  “principal"  in  §  493.911(b)(1) 
is  used  interchangeably  with  the  term 
“significant  pathogen"  as  defined  in 
§  493.911(b)(l)(i).  We  are  revising  the 
regulations  so  that  the  terminology  is 
used  consistently  throughout  the 
regulations. 

We  agree  with  the  commenter  that  the 
term  “predictable”  pattern  is  confusing 
and  have  revised  the  regulation  at 
§  493.911(b)(3)  to  use  the  term 
“predetermined”  pattern  of  sensitivity. 
One  sample  can  be  used  for  both 
organism  identification  and 


susceptibility  testing.  The  regulations 
allow  PT  programs  flexibility  as  to  how 
they  establish  target  values  for  minimum 
inhibitory  concentration  (MIC).  Target 
values  for  MIC  can  be  determined  using 
either  90  percent  of  10  or  more  referee 
laboratories  or  90  percent  or  more  of  all 
participant  laboratories. 

PT  programs  can  include  additional 
samples  or  challenges  to  address  new 
techniques  and  technology  for 
educational  purposes  for  any  test; 
however,  HHS  must  be  kept  informed  as 
to  which  samples  have  been  designated 
as  educational  samples. 

We  have  revised  the  mycology 
program  to  include  Microsporum 
species  and  will  make  updates  to  the 
program  at  least  every  two  years  to 
keep  it  consistent  with  changes  in 
technology.  Approved  PT  program 
providers  are  charged  with  developing 
appropriate  samples  and  challenges  for 
their  program.  HHS  will  review  data 
from  PT  programs  and  other  sources  to 
determine  the  usefulness  of  new 
approaches  and  materials  for 
proBciency  testing. 

Since  the  Act  speciBcally  covers 
laboratories  which  test  specimens  for 
medical  purposes,  we  have  not  included 
any  requirements  for  PT  for  forensic 
purposes. 

Comment:  Suggestions  regarding  our 
proposed  requirement  of  5  samples  per 
event  ranged  from  one  commenter 
recommending  5  or  more  samples/event 
to  others  wanting  less  than  5  samples/ 
event.  Several  commenters  favored  2 
samples/event.  One  commenter  stated 
there  was  no  scientific  rationale  for 
using  5  samples,  while  another 
questioned  the  need  for  increasing  the 
numbers  of  samples  from  3  to  5  because 
this  would  increase  the  cost,  but  not  the 
benefit.  Another  commenter 
recommended  that  the  number  of  PT 
samples  be  based  on  the  volume  of  tests 
a  laboratory  performs  rather  than 
requiring  a  minimum  mandatory 
number,  at  least  until  a  positive 
correlation  is  established  between  the 
number  of  PT  samples  and  the  accuracy 
of  patient  test  results.  For  mycology,  one 
commenter  requested  10  samples  twice 
per  year. 

A  few  commenters  recommended  that 
endocrinology,  toxicology,  urinalysis, 
and  microbiology  have  3  samples/event, 
that  parasitology  have  8  samples/event, 
and  that  HIV  testing  include  10 
samples/event. 

Response:  We  are  retaining  the  5 
samples  per  event  requirement.  Five 
samples/event  provides  the  best 
combination  of  high  probability  to 
rapidly  identify  poor  performance  and 
low  probability  that  a  laboratory  which 
makes  an  infrequent  mistake  will  fail 


PT.  More  than  5  samples/event  would 
increase  the  cost  and  burden  of  PT, 
without  signiBcantly  improving  the 
program’s  ability  to  separate  poor  from 
acceptable  laboratory  performance. 

Comment:  Suggestions  regarding  our 
proposed  requirement  of  5  challenges 
per  analyte  or  test  ranged  from  one 
commenter  recommending  5  or  more 
challenges  per  analyte  or  test  to  some 
favoring  2  challenges  per  analyte  or  test. 
A  few  suggested  that  5  challenges  was 
not  supported  by  research  or  that  5 
challenges  had  been  used  to 
accommodate  the  80  percent 
performance  requirement.  An  additional 
suggestion  was  to  expand  the  number  of 
challenges  for  blood  gases  to 
accommodate  the  number  of  instruments 
in  the  laboratory.  There  was  a  request 
for  clarification  of  the  grading  system 
when  only  4  or  5  samples  could  be 
evaluated. 

Response:  We  are  retaining  the  5 
challenges  per  analyte  or  test 
requirement.  Five  challenges  provides 
the  best  combination  of  high  probability 
to  rapidly  identify  poor  performance  and 
low  probability  that  a  laboratory  which 
makes  an  infrequent  mistake  will  fail 
PT.  More  than  5  challenges  per  testing 
event  would  increase  the  cost  and 
burden  of  PT,  without  signiBcantly 
improving  the  ability  to  separate  poor 
from  acceptable  laboratory 
performance. 

While  we  encourage  some  form  of 
assessment  of  the  performance  for  every 
method  or  procedure  used  by  a 
laboratory,  PT  is  required  only  for  the 
test  system,  assay,  or  examination 
which  is  the  primary  patient  testing 
procedure  in  use  during  the  time  that  PT 
is  being  conducted.  The  performance  of 
other  procedures  used  by  a  laboratory 
must  be  compared  to  the  procedure 
evaluated  by  PT  in  order  to  assure 
consistency  between  laboratory 
measurements.  Comparability  of  results 
among  different  methods  can  be 
achieved  using  split  patient  specimen  or 
control  samples,  etc.  However,  PT  is  not 
required  for  these  additional  procedures. 

When  only  four  of  the  five  challenges 
can  be  evaluated  for  all  participants  due 
to  problems  with  samples  or  other 
factors  beyond  the  participants’  control, 
the  PT  program  may  give  participants 
full  credit  for  the  unevaluated  sample  in 
calculating  scores  for  the  testing  event. 

Comment:  We  received  several 
suggestions  regarding  our  proposed 
requirement  of  4  events  per  year  (with  2 
events  per  year  for  mycobacteriology). 

A  few  commenters  requested  less  than  4 
events/year,  one  suggested  3  events/ 
year  and  a  few  wanted  only  2  events/ 
year.  One  commenter  felt  that 
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mycobacteriology  should  have  more 
than  2  events/year.  One  asked  for 
clariHcation  of  whether  it  is  exactly  4 
events/year  or  a  minimum  of  4  per  year. 

Response:  Section  353(3)(a)  of  the  PHS 
Act  speciHes  that  PT  shall  be  conducted 
on  a  quarterly  basis,  except  where  HHS 
determines  that,  for  technical  and 
scientific  reasons,  a  particular 
examination  or  procedure  may  be  tested 
less  frequently  (but  not  less  ohen  than 
twice  per  year).  We  are  requiring  three 
events  per  year  due  to  problems  with  PT 
providers  generating  and  mailing  results 
to  regulatory  agencies  and  to 
laboratories  within  the  45-day  time 
frame  speciHed  in  the  March  14, 1990 
rule.  Four  testing  events  per  year  does 
not  allow  sufficient  time  for  a  regulatory 
agency  to  receive  reports,  issue  warning 
letters  to  laboratories  who  have  failed  a 
testing  event,  and  still  allow  time  for 
corrective  action  by  the  failing 
laboratory  to  take  place  before  the  next 
testing  event  Testing  triennially  allows 
additional  time  between  events  for  all  of 
these  activities  to  occur  within  a 
reasonable  period  of  time. 

Comment:  One  commenter  indicated 
that  any  PT  samples  used  for  on-site 
testing  must  meet  the  same  standards  as 
mailed  samples,  and  that  any  scheduled 
on-site  testing  should  be  made  known 
before  the  start  of  the  program  year. 

One  commenter  said  that  on-site  testing 
for  microbiology  should  be  deleted. 

Response:  We  agree  with  the 
commenters  that  on-site  samples  must 
meet  the  same  standards  of  quality  as 
those  required  for  mailed-in  samples. 

We  also  agree  that  in  some 
circumstances  on-site  PT  may  not  be 
practical,  particularly  if  such  testing 
cannot  be  completed  within  a  day  or 
two  day  period  while  an  inspector  is 
usually  present.  However,  in  certain 
circumstances  on-site  PT  offers  a 
valuable  technique  for  the  inspecting 
agency.  Therefore,  we  are  retaining  the 
requirement  as  specified  in  the 
regulations. 

On-site  PT  is  especially  helpful  in 
reinstatement  of  a  laboratory  that  has 
failed  PT  and  has  had  sanctions 
imposed.  Under  such  circumstances  the 
regulatory  agency  must  make  a 
determination  of  whether  performance 
problems  have  been  corrected  before 
allowing  testing  to  be  resumed.  Since 
on-site  PT  may  be  conducted  either  on 
an  announced  or  unannounced  basis, 
not  all  on-site  PT  can  be  scheduled. 

Comment'  A  few  commenters 
indicated  that  there  should  be  changes 
in  the  list  of  analytes.  Suggestions  in 
parasitology  included  adding 
Blastocystis  hominis,  Isospora  belli. 
Taenia  species.  Schistosoma  mansoni 
and  hematobium,  Plasmodia  and 


Babesia  microti.  Suggestions  in 
chemistry  included:  for  toxicology, 
distinguishing  between  drugs  of  abuse 
and  therapeutic  drug  monitoring  and 
adding  cocaine,  amphetamines,  opiates, 
and  tobramycin,  while  deleting 
ethosuximide:  adding  testing  for  forensic 
purposes  by  placing  blood  alcohol  and 
blood  lead  in  a  new  subspecialty,  and 
including  samples  of  urine,  bile,  vitreous 
humor  and  tissue;  for  urinalysis,  add 
nitrates,  hemoglobin,  specific  gravity, 
urobilinogen,  and  microscopic 
examination  of  urine  sediment. 

In  hematology,  suggestions  were  given 
to  add  CD4  cell  counts  and  expand  cell 
differentiation  to  include  cell  types  other 
than  “major”  abnormalities.  Another 
recommendation  was  that  the  WBC 
differential  not  be  included  as  a 
regulated  analyte.  In  immunology,  it  was 
suggested  that  we  add  alpha-fetoprotein 
(AFP)  as  a  screening  test  for  neural  tube 
defects.  In  immunohematology,  we  were 
asked  to  clarify  the  use  of  the  terms 
“tests"  (in  §  493.959)  and 
“subspecialties”  (in  §  493.857),  since 
there  are  important  differences  in  the 
two  sections  that  affect  scoring, 
certification  and  reimbursement. 

A  final  suggestion  was  made  to 
evaluate  laboratory  performance  by 
type  of  procedure  rather  than  by 
analyte,  since  for  some  specialties 
multiple  analyte  tests  are  performed 
using  the  same  procedure. 

Response:  One  of  the  tasks  of  the 
Clinical  Laboratory  Improvement 
Advisory  Committee  will  be  to  review 
the  analytes  or  tests  that  should  be 
included  in  PT  and  to  recommend  to 
HHS  any  additions  or  deletions  in  the 
program.  Since  it  is  our  intention  to  have 
the  Clinical  Laboratory  Improvement 
Advisory  Committee  conduct  a  thorough 
review  of  the  regulatory  PT  program 
requirements  as  soon  as  possible,  we 
have  made  very  few  changes  to  the  list 
of  analytes  or  tests  to  be  included  in  the 
regulatory  PT  program  for  any  specialty 
at  this  time. 

Once  the  Clinical  Laboratory 
Improvement  Advisory  Committee  has 
reviewed  information  about  analytes  or 
tests  not  currently  included  in  the 
regulatory  program  and  has 
recommended  that  specific  additional 
analytes  or  tests  be  included  in  the 
regulatory  program,  a  list  of  these 
additional  analytes  will  be  published 
along  with  grading  criteria  in  a  notice  in 
the  Federal  Register  with  an  opportunity 
for  public  comment.  Each  publication 
will  denote  the  effective  date  for 
approved  PT  programs  to  incorporate 
these  new  analytes  and  grading  criteria 
into  their  program.  Laboratories  offering 
service  for  these  tests  would  be  required 
to  participate  in  PT  for  these  additional 


tests  as  soon  as  they  are  incorporated 
into  an  approved  PT  program. 

In  microbiology,  we  have  included 
additional  Enterobacteriaceae  and 
Gram-negative  bacteria,  added 
Microsporum  species  to  mycology,  and 
added  Enterobius  vermicularis  to 
parasitology.  In  chemistry,  we  have 
added  tobramycin.  We  have  included 
dipstick  or  tablet  urinalysis  on  the  list  of 
waived  tests  therefore,  no  PT  is 
required.  Since  testing  conducted 
exclusively  for  forensic  purposes  is 
exempt  from  these  regulations,  PT 
requirements  do  not  include  forensic 
samples. 

In  hematology,  we  are  not  adding  CD4 
cell  counts,  due  to  problems  with  sample 
quality  and  stability,  nor  are  we 
changing  requirements  for  cell 
differentials  at  this  time.  In  immunology, 
we  are  not  adding  alpha-fetoprotein  as  a 
screening  test  for  neural  tube  defects  to 
the  list  of  required  tests. 

We  agree  with  the  commenters  that 
for  PT  purposes  there  are  no 
subspecialties  in  immunohematology, 
and  the  regulation  will  be  changed 
accordingly. 

Comment  A  few  commenters 
suggested  that  for  hematology,  referee 
laboratories  should  not  be  used  to 
establish  the  target  value.  If  a 
preponderance  of  referee  laboratories 
use  one  method  or  instrument  that 
produces  results  which  are  biased 
compared  to  other  procedures, 
laboratories  using  the  other  procedures 
could  be  penalized  or  even  fail  PT.  A 
few  commenters  recommended  the 
deletion  of  all  references  to  referee 
laboratories.  Others  suggested  using 
both  80  percent  of  10  referee 
laboratories  and  80  percent  of 
participants  to  establish  the  correct 
response.  A  few  commenters  suggested 
changing  80  percent  to  95  percent 
agreement,  particularly  for  urinalysis, 
hematology,  routine  chemistry,  and 
toxicology.  Others  suggested  using  peer 
group  agreements  instead  of  a 
consensus  process  for  endocrinology, 
routine  chemistry,  and  toxicology. 

Response:  We  are  retaining  the  ability 
of  a  PT  program  provider  to  use  referee 
laboratories  to  establish  a  target  value. 
Approved  PT  program  providers  can 
determine  whether  the  use  of  referee 
laboratories  is  scientiHcally  valid  and 
appropriate  for  the  analyte  or  test. 
Performance  assessments  by  peer  group 
combinations  of  instrument/method/ 
reagent  can  also  be  used,  if  necessary, 
in  instances  where  a  specific  method 
has  been  determined  by  a  valid 
scientific  protocol  to  produce  atypical 
results  compared  to  patient  specimens 
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which  affect  the  evaluation  of 
laboratories  using  the  method. 

We  have  raised  to  at  least  90  percent 
the  consensus  required  to  establish  a 
target  value  for  qualitative  analyte  or 
tests  in  order  to  provide  additional 
assurance  that  any  samples  which 
demonstrate  significant  variation  in 
sample  composition  will  not  be 
evaluated. 

Comment:  A  few  commenters 
suggested  that  the  penalty  for  reporting 
erroneous  organisms  be  deleted  for 
bacteriology,  mycobacteriology, 
mycology,  parasitology  and  virology. 
They  also  requested  that  the  ambiguity 
regarding  penalties  for  incorrectly 
identiHed  principal  organisms  be 
alleviated.  They  recommended  that  the 
PT  program  be  allowed  to  determine  the 
organisms  to  be  considered  incorrect 
and  the  associated  penalties. 

One  commenter  suggested  that 
referrals  for  identification  be  considered 
as  a  correct  response  for  bacteriology, 
mycobacteriology,  mycology,  and 
parasitology.  Commenters  also 
suggested  including  morphology  in  the 
performance  criteria  for  Gram  stain. 
Another  commenter  expressed  concern 
over  the  proposed  process  of  evaluating 
a  laboratory's  performance  in 
bacteriology,  which  was  considered  to 
allow  the  results  from  susceptibility 
testing  to  disproportionately  offset  an 
incorrect  organism  identification.  The 
commenter  recommended  that  a 
separate  grade  for  identification  of  an 
organism(s)  and  for  susceptibility  testing 
be  calculated  and  that  these  scores  be 
averaged  to  obtain  the  score  for 
bacteriology. 

A  commenter  suggested  changing 
score  calculations  so  that  varying 
amounts  can  be  deducted  for  incorrect 
identifications  from  the  “actual"  instead 
of  the  “possible"  number  of  responses. 
Another  suggested  determining  a  correct 
response  for  each  antimicrobial  agent, 
using  criteria  established  by  the 
National  Committee  on  Clinical 
Laboratory  Standards  (NCCLS)  or 
“other  specifically  accepted  references 
as  appropriate".  (We  note  that  the 
NCC^  only  issues  standards  on  how  to 
test,  not  on  which  agents  are 
appropriate  to  be  tested.) 

to  the  specialty  of  parasitology,  one 
commenter  suggested  deleting  the  words 
“or  concentrate  and  identify  because  in 
reality,  not  all  samples  require 
concentration. 

A  large  number  of  commenters 
suggested  using  Commission  on  Office 
Laboratory  Assessment  (COLA)  grading 
criteria  and  establishing  different 
grading  criteria  for  Level  I  and  Level  U 
laboratories,  to  addition,  many 
commenters  proposed  changing  the 


criteria  for  acceptable  performance  to 
take  into  account  peer  group  means, 
matrix  effects,  target  values  appropriate 
for  dilution  based  tests,  methodology, 
instrumentation,  technology,  and 
reagents. 

A  few  commenters  suggested  that 
grading  criteria  should  take  into  account 
clinical  relevance.  One  commenter 
suggested  that  values  within  10  percent 
of  the  target  value  are  almost  always 
clinically  adequate  and  would  not 
materially  affect  clinical  decision 
making.  Another  suggested  that  PT 
grading  requirements  vary  with  clinical 
context — the  more  critical  the  test 
results  are  for  diagnosis  and  treatment, 
the  more  stringent  the  PT  criteria  should 
be  for  acceptable  performance,  to  this 
vein,  another  commenter  recommended 
that  the  acceptable  performance  criteria 
for  glucose  measurements  using  blood 
glucose  meters  should  be  modified  to 
15-20  percent  because  currently 
available  meters  cannot  and  should  not 
be  expected  to  meet  the  criteria  in  the 
regulations. 

One  commenter  recommended  that 
acceptable  performance  criteria  for 
many  tests  in  routine  chemistry  be  those 
currently  employed  in  1990  by  the 
College  of  American  Pathologists.  Some 
felt  that  grading  for  enzymes  should  be 
delayed  until  after  PT  programs  have 
been  implemented  and  the  data 
analyzed.  Others  suggested  not  grading 
an  analyte  when  participant  results 
show  marked  differences. 

Concern  was  expressed  regarding 
score  calculations.  Commenters 
recommended  that  a  trial  period  for  PT 
be  set  to  allow  for  evaluation  of  the 
grading  criteria.  Many  suggested 
changing  the  criteria  for  acceptable 
performance  for  specific  tests  including 
blood  lead,  cortisol,  and  thyroid 
stimulating  hormone.  Another 
commenter  suggested  using  a±3  SD  as 
acceptable  performance  criteria  for  new 
quantitative  methods.  A  few  indicated 
that  they  considered  acceptable  limits 
for  some  analytes  to  be  too  broad  or  too 
narrow.  Ranges  were  considered  by  one 
commenter  to  be  too  broad  for  alanine 
transaminase  (ALT)  and  alkaline 
phosphatase.  Other  commenters  felt  that 
the  albumin  and  blood  urea  nitrogen 
limits  were  too  narrow  for  many 
methods.  Others  recommended  retaining 
the  use  of  standard  deviations,  however, 
they  indicated  that  relying  only  on 
standard  deviations  could  result  in 
unreasonably  narrow  tolerances  around 
the  target  value  as  technology  improves 
and  interlaboratory  variation  is  reduced. 

A  commenter  indicated  that  the  target 
values  for  syphilis  and  for  dilution- 
based  quantitative  immunology  tests 
were  not  appropriately  defined;  the 


definition  of  target  values  should  be  a 
geometric  mean  rather  than  an 
arithmetic  mean  for  dilution-based  tests. 

A  few  commenters  pointed  out  the 
error  in  the  toxicology  acceptable 
performance  chart,  requiring  a  plus  sign 
to  complete  the  criteria  table  for 
acceptable  target  ranges  for  toxicology. 

Response:  Since  reports  of  erroneous 
organisms  could  contribute  to 
mismanagement  of  patients,  we  are 
retaining  the  penalty  for  reporting 
erroneous  organisms. 

We  disagree  with  comments  that 
referrals  for  organism  identification 
should  be  considered  to  be  part  of  a 
laboratory’s  PT  response.  PT  is  being 
used  to  evaluate  only  the  services 
offered  by  the  certified  laboratory,  not  a 
combination  of  the  services  offered  by 
the  certified  laboratory  and  its  referral 
laboratory.  We  also  disagree  that 
morphology  should  be  included  in  the 
performance  criteria  for  Gram  stain. 

We  have  amended  the  method  of 
calculating  the  score  for  each  sample  in 
microbiology  to  permit  separate  scores 
for  each  of  the  preliminary  steps  leading 
to  the  final  answer  to  be  calculated  and 
averaged  to  obtain  the  sample  score. 
While  weighing  scores  for  each  of  the 
preliminary  steps  leading  to  a 
laboratory's  final  answer  has  merit,  we 
feel  that  it  would  be  difficult  to 
implement  in  a  regulatory  PT  program. 
Therefore,  we  are  retaining  the  method 
of  scoring  calculations,  but  will  have  the 
CLIA  committee  consider  the  possibility 
of  weighted  scores,  particularly  for 
microbiology. 

Regarding  antimicrobial  susceptibility 
testing,  the  NCCLS  has  established 
guidelines  for  performing  these 
procedures  and  we  have  adopted  these 
.  guidelines.  However,  if  other  accepted 
references  become  available  they  will 
be  reviewed  by  the  Clinical  Laboratory 
Improvement  Advisory  Committee  and 
could  become  acceptable  alternatives. 

We  disagree  with  the  commenter 
about  deleting  the  words,  “and 
concentrate  and  identify"  because  we 
feel  that  a  wet  mount  may  be 
sufficiently  sensitive  to  detect  small 
numbers  of  ova  or  parasites  in  a  fecal 
specimen.  Therefore,  concentration 
constitutes  good  laboratory  practice. 

Laboratories  will  be  evaluated  on  the 
basis  of  the  service  offered.  We  disagree 
with  comments  that  different  grading 
criteria  should  be  applied  for  the  same 
tests  being  performed  by  moderate  and 
high  complexity  procedures.  We  are 
allowing  previously  unregulated 
laboratories  to  participate  in  PT  for  one 
year  before  they  are  held  accoimtable  to 
the  same  set  of  standards  as  previously 
regulated  laboratories.  This  gives  them 
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time  to  develop  managerial  control  for 
these  new  activities. 

Ideally,  the  criteria  for  acceptable 
laboratory  performance  should  be  based 
on  the  clinical  usefulness  and  clinical 
context  of  the  test  results.  However, 
there  are  no  generally  agreed  upon 
medical-usefulness  criteria  for  most 
tests.  In  the  absence  of  consensus 
medical  criteria,  we  have  defined 
acceptable  performance  on  the  basis  of 
the  state  of  the  practice,  which 
presumably  is  sufficient  to  meet  medical 
needs. 

We  have  reviewed  suggestions 
regarding  additional  ways  to  establish 
criteria  for  acceptable  performance  and 
have  made  adjustments  to  take  into 
consideration  some  of  these 
recommendations.  We  have  amended 
criteria  for  acceptable  performance  for 
specific  analytes  or  tests  in  general 
immunology',  chemistry,  endocrinology, 
toxicology,  and  hematology.  Although 
we  consider  fixed  limit  criteria  based  on 
clinical  relevance  as  the  best  means  of 
performance  assessment,  the  use  of  ±3 
SD  seems  necessary  at  present  for  some 
procedures  and  for  previously 
unevaluated  procedures. 

Since  both  the  presence  or  absence  of 
antibody  and  the  relative  titer  are  of 
clinical  concern  and  there  are  significant 
intermethod  differences  between 
enzyme  linked  immunoassays  (ELISA) 
and  assays  based  on  titers,  we  will 
continue  to  include  both  qualitative  and 
quantitative  responses  for  immunology. 
We  have  accepted  the  suggestion  that 
the  +1—1  dilution  be  based  on  a 
geometric  rather  than  an  arithmetic 
mean  and  have  provided  for  an 
acceptable  range  of  +1—2  dilutions  for 
nonsyphilis  immunology  tests. 

The  error  in  the  table  of  criteria  for 
acceptable  performance  in  toxicology 
has  been  corrected. 

Section  493.945  Cytology:  Gynecologic 
Examinations 

Comment:  Many  individuals  and 
several  organizations  were  opposed  to 
the  proficiency  testing  program  content 
as  specified  in  §  493.945(a].  They 
expressed  concern  over  the  cost  and  the 
ability  of  program  providers  to  acquire 
the  quantity  of  high  quality,  referenced 
glass  slides  that  would  be  needed  to 
provide  equivalent  slide  sets  for  a 
national  PT  program.  Several 
commenters  suggested  using  less  than  20 
glass  slides,  with  10  being  the  number 
favored  by  most.  A  few  individuals  from 
small  laboratories  noted  that  it  would  be 
difficult  for  them  to  discontinue  their 
other  laboratory  services  for  the  length 
of  time  required  to  take  a  test  with  20 
slides.  A  large  number  of  commenters 
suggested  that  the  program  not  be 


restricted  to  glass  slides  and  that 
alternative  test  materials,  such  as 
computer  interactive  video  discs  or 
Kodachromes  be  considered.  In  contrast, 
several  commenters  stressed  that  glass 
slides  were  preferable  for  PT  and  would 
be  the  only  type  of  test  material  that 
could  simulate  daily  laboratory  practice. 

Response:  In  response  to  these 
comments  and  in  order  to  increase  the 
feasibility  of  providing  for  a  cytology  PT 
program  on  a  national  basis  we  have 
reduced  the  number  of  glass  slides  per 
test  set.  As  described  under  §  493.855, 
the  annual  testing  event  and  the  retest 
for  individuals  who  fail  the  annual  event 
involve  10  glass  slide  challenges.  Test 
sets  composed  of  20  glass  slides  are 
provided  to  individuals  who  must  take  a 
second  or  third  retest.  Increasing  the 
number  of  slides  in  a  test  set  from  10  to 
20  allows  for  a  greater  variety  of 
challenges  and,  in  general,  increases  the 
discriminatory  power  of  the 
examination.  As  described  under 
§  493.945(a)  each  test  set  should  include 
at  least  one  slide  in  each  of  the  four 
response  categories.  We  have  added  a 
requirement  for  test  sets  to  be 
comparable  so  as  to  provide  for 
equitable  testing  within  and  between  PT 
providers.  The  exact  number  and  type  of 
each  challenge  to  be  included  in  each 
test  set  cannot  be  specified  since  this 
would  afford  the  individual  taking  the 
examination  the  opportunity  of 
identifying  slide  preparations  by  the 
process  of  elimination. 

We  have  retained  the  requirement  for 
glass  slide  challenge  because  we  believe 
that  testing  with  glass  slides  most 
closely  resembles  the  actual 
examination  of  patient  preparations. 
However,  if  other  materials  are 
developed  which  can  be  shown  to  be 
equivalent  to  testing  with  glass  slides 
they  may  be  considered  in  future 
regulatory  revisions. 

Comment:  We  received  a  small 
number  of  comments  on  the  consensus 
agreement  required  for  determining  the 
correct  responses  for  PT  challenges  as 
described  in  §  493.945(b)(1).  A  few 
commenters  suggested  that  the 
consensus  agreement  be  greater  than  80 
percent.  One  organization  recommended 
90%  consensus  for  categorizing  a  slide 
as  unsatisfactory,  negative, 
inflammatory,  reactive,  or  reparative.  A 
few  commenters  recommended 
consensus  agreement  on  the  diagnosis  of 
premalignant  or  malignant  cytologic 
smears,  instead  of  on  the  tissue  biopsy, 
which  they  said  should  be  used  for 
confirmation  of  the  smear  diagnosis.  In 
contrast,  one  organization  and  a  few 
individuals  suggested  requiring  only  that 
testing  material  be  referenced  in  a 
scientifically  valid  manner  and 


eliminating  the  requirement  for  a 
consensus.  A  few  commenters  suggested 
that  the  consensus  panel  be  composed 
of  both  pathologists  and 
cytotechnologists. 

Response:  We  agree  that  greater  than 
an  80  percent  consensus  agreement  is 
preferred  for  referencing  cytologic  slides 
based  both  on  these  comments  and  on 
modifications  that  have  been  made  in 
the  scoring  system  as  described  under 
§  493.945(b)(3).  However,  increasing  the 
consensus  to  a  percentage  between  80 
percent  and  100  percent  requires 
increasing  the  number  of  slide 
reviewers,  which  would  also  increase 
the  time  and  cost  for  referencing  slides. 
Therefore,  we  have  revised  this 
requirement  so  that  a  100  percent 
consensus  agreement  among  a  minimum 
of  three  pathologists  is  required  for  all 
slide  preparations.  We  believe  that  this 
slide  review  is  best  done  by  pathologists 
since  this  correlates  with  the  quality 
control  requirements  under  §  493.1257 
for  confirmation  and  reporting  of 
cytologic  slide  preparations.  We  have 
deleted  the  requirement  for  consensus 
agreement  on  tissue  biopsies  that 
confirm  premalignant  or  malignant 
cytologic  preparations  and,  instead,  the 
PT  program  has  the  option  of  either 
confirming  these  preparations  by 
comparison  with  the  tissue  biopsy 
reports  or  by  reevaluation  of  the  biopsy 
slide  preparations. 

Comment:  A  large  number  of 
commenters  suggested  changes  in  the 
methods  for  evaluating  an  individual's 
performance  and  in  the  scoring  system 
as  described  under  §  493.945(b).  The 
majority  recommended  that  those 
individuals  who  screen  slides 
(cytotechnologists)  should  be  scored 
differently  from  those  who  interpret 
them  for  diagnoses  (pathologists).  They 
said  that  scoring  should  be  based  on  the 
daily  responsibilities  of  the  individual 
being  tested  and  that  cytotechnologists 
should  be  scored  on  their  ability  to 
separate  negative  cases  from  those  that 
need  to  be  reviewed  by  a  supervisor  and 
not  on  their  interpretation  of  the  degree 
of  abnormality  present.  Commenters 
pointed  out  that  cytotechnologists  and 
pathologists  normally  work  as  a  team  to 
screen  and  interpret  slides.  They  stated 
that  if  PT  is  to  be  conducted  under 
conditions  that  normally  prevail  within 
the  laboratory  and  samples  handled  the 
same  as  patient  specimens,  then  PT 
should  be  conducted  to  allow  for  this 
type  of  teamwork. 

One  organization  suggested  changing 
the  scoring  grid  so  that  category  C 
includes  both  low  and  high  grade  lesions 
and  category  D  only  invasive 
carcinomas,  similar  to  that  used  in  the 
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State  of  Maryland.  A  few  commenters 
recommended  eliminating  the 
“unsatisfactory”  category.  They  said 
that  there  is  no  consensus  on  the 
characterization  of  unsatisfactory 
smears  and  that  this  category  should  not 
be  included  in  testing  until  specific 
criteria  can  be  developed  by 
professional  societies  and  the  National 
Institutes  of  Health.  Others  asserted  that 
it  is  unacceptable  to  treat  specimen 
adequacy  determination  as  a  diagnostic 
category  for  PT  purposes  because 
determination  of  specimen  adequacy  is 
not  comparable  to  diagnostic 
interpretation. 

A  few  commenters  said  that  the  PT 
scoring  system  should  be  validated 
before  it  is  implemented.  One 
organization  and  a  few  individuals 
recommended  that  the  weighted  scoring 
system  be  replaced  with  a  direct 
calculation  of  the  percentage  of  correct 
responses.  Several  commenters. 
approximately  equal  in  number, 
recommended  adopting  either  the 
scoring  system  used  in  Maryland  or 
New  York. 

Response:  We  agree  with  the 
commenters  on  several  points  and  have 
modified  the  scoring  system  described 
in  §  493.945(b).  We  have  made  several 
changes  to  allow  for  individuals  to  be 
tested  in  accordance  with  their 
qualifications  as  either  a 
cytotechnologist  or  a  technical 
supervisor.  We  have  added  a  provision 
under  §  493.945(b)(2)  to  allow  for 
teamw'ork  between  technical 
supervisors  and  cytotechnologists.  All 
cytotechnologists  will  be  tested  with 
materials  that  have  not  been  previously 
reviewed.  Technical  supervisors  who 
routinely  examine  gynecologic  slide 
preparations  only  after  they  have  been 
reviewed  by  a  cytotechnologist  may  be 
tested  with  slides  that  have  been 
reviewed  by  a  cytotechnologist  in  their 
laboratory.  Technical  supervisors  who 
routinely  review  slides  without  the 
assistance  of  a  cytotechnologist  must  be 
tested  with  slide  sets  that  have  not  been 
previously  examined. 

In  addition,  several  changes  have 
been  made  in  the  criteria  for  acceptable 
performance  as  described  under 
§  493.945(b)(3).  We  have  retained  a 
weighted  scoring  system  which  is 
modeled  after  the  one  in  use  in  the  State 
of  Maryland.  Each  slide  in  either  a  10  or 
20  slide  test  set  has  point  values  for 
responses  based  on  both  the 
significance  of  the  relationship  of  the 
interpretation  of  the  slide  to'a  clinical 
condition  and  on  whether  the  examinee 
is  a  cytotechnologist  or  a  technical 
supervisor.  There  are,  therefore,  four 
scoring  grids:  two  for  a  10  slide  test  set 


and  two  for  a  20  slide  test  set,  with  one 
each  for  technical  supervisors  and 
cytotechnologists.  The  total  possible 
points  for  each  test,  10  or  20  slides,  is 
100.  Consequently,  each  slide  is  worth  a 
maximum  of  10  points  in  a  10  slide  test 
set  and  5  points  in  a  20  slide  test  set. 
Point  values  range  from  —5  to  10  and 
—10  to  5  in  the  10  and  20  slide  test  sets, 
respectively.  Cjrtotechnologists  are  not 
penalized  for  being  unable  to 
differentiate  between  categories  C  and 
D,  low  grade  abnormalities  or  high  grade 
abnormalities  and  carcinoma.  Technical 
supervisors,  however,  lose  points  for 
incorrectly  identifying  challenges  in 
these  two  categories.  All  individuals  fail 
an  examination  (score  less  than  90%)  if 
they  incorrectly  identify  one  high  grade 
abnormality  or  carcinoma  (category  D) 
as  a  negative/normal  (category  B). 

We  have  retained  the  four  category 
delineations,  including  the 
unsatisfactory  category.  We  think  that  it 
is  appropriate  to  include  unsatisfactory 
slides  in  proficiency  testing  since 
laboratories  are  required  under 
§  493.1257  to  identify,  report  and  keep 
statistics  on  slides  that  are 
unsatisfactory  for  diagnostic 
interpretation.  We  have  retained  the 
separation  between  categories  C  and  D 
as  being  between  low  grade  and  high 
grade  squamous  cell  abnormalities.  This 
point  of  separation  is  in  keeping  with 
the  weighting  of  the  scoring  system  and. 
we  believe  is  more  readily  discemable 
than  the  separation  between  high  grade 
abnormalities  and  carcinoma.  We  have 
added  a  table  in  §  493.945(b)(3)(ii)(A) 
which  defines  and  describes  the  four 
categories.  We  acknowledge  that  the 
professional  community  has  not  reached 
a  consensus  on  the  criteria  for 
unsatisfactory  preparations,  however, 
for  proficiency  testing  purposes,  we 
have  defined  three  criteria  that  are  to  be 
used  for  classifying  slides  as 
unsatisfactory.  These  criteria  are  scant 
cellularity,  air  drying  and  obscuring 
material.  We  believe  that  by  defining 
each  of  the  categories  in  this  table, 
rather  than  referring  to  The  Bethesda 
System  of  nomenclature,  we  have 
alleviated  the  confusion  that 
commenters  expressed  over  the 
classification. 

Comment-  While  some  commenters 
supported  the  use  of  The  Bethesda 
System  for  reporting  cytopathology  PT 
results,  a  larger  number  were  opposed  to 
requiring  its  use.  Some  suggested 
delaying  or  phasing-in  this  requirement. 
Others  recommended  that  individuals 
use  the  terminology  they  normally  use  in 
practice,  either  alone  or  in  conjunction 
with  The  Bethesda  System.  They  said 
that  it  was  inappropriate  and  premature 


to  require  the  use  of  terminology  that  is 
not  widely  used  or  accepted  and  with 
which  many  cytotechnologists  and 
pathologists  are  unfamiliar.  One 
commenter  suggested  the  use  of  a 
simpler  reporting  system  that  does  not 
have  such  fine  differentiation  among  the 
various  abnormalities.  A  few 
commenters  pointed  out  that  requiring 
the  use  of  The  Bethesda  System  for 
reporting  PT  results,  if  the  laboratory 
does  not  nonnally  use  it,  is  inconsistent 
with  the  requirement  that  PT  samples  be 
treated  like  patient  samples. 

Response:  We  agree  with  the 
commenters  and  have  deleted  this 
requirement.  Proficiency  testing  results 
are  to  be  reported  using  the  four 
categories  previously  described.  While 
these  categories  are  delineated  based  on 
The  Bethesda  System  of  nomenclature, 
the  PT  program  may  supplement  the 
category  descriptions  with  other 
terminology,  if  desired.  We  will  evaluate 
the  PT  program  on  an  ongoing  basis,  and 
may  consider  changes  in  the  format  and 
terminology  for  reporting  results  in  the 
future. 

Changes  to  the  Regulation 

In  addition  to  editorial  and  clarifying 
changes,  we  have  made  the  following 
specific  changes  to  this  subpart: 

•  We  are  renaming  this  subpart  as 
Proficiency  Testing  Programs  for  Tests 
of  Moderate  and  High  Complexity  to 
reflect  the  changes  in  the  categorization 
of  tests  under  §  493.10. 

•  Under  §  493.901,  we  are  amending 
the  requirement  to  prepare  PT  samples 
in  accordance  with  good  manufacturing 
practices  by  adding  a  requirement  to 
follow  21  CFR  part  820. 

•  We  are  retaining  the  requirement 
for  PT  program  providers  to  include  an 
attestation  statement  with  the  report 
form  for  each  PT  testing  event  and  have 
made  the  completion  of  an  attestation 
statement  and  its  documentation  the 
responsibility  of  the  laboratory  director. 

•  We  are  including  a  requirement  in 
§  493.901  that  PT  program  providers 
develop  and  maintain  a  process  to 
resolve  administrative,  technical,  and 
scientific  problems  associated  with 
program  operations. 

•  We  are  revising  §  493.903  to  require 
providers  of  PT  programs  to  issue 
reports  within  60  days  of  the  testing 
event,  except  for  cytology  PT  for  which 
reports  must  be  issued  within  15 
working  days.  In  order  to  improve  the 
exchange  of  information  about  problems 
with  PT,  all  approved  PT  providers  will 
be  required  to  provide  HCFA  with  an 
annual  report  which  identifies  any 
previously  unrecognized  sources  of 
variability  in  kits,  instruments,  methods. 
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or  IT  samples,  which  adversely  affect 
the  programs’  ability  to  evaluate 
laboratory  performance. 

•  We  are  deleting  §  493.907  since 
these  requirements  have  been 
incorporated  elsewhere  in  this  rule. 

•  In  §  §  493.909-493.959  (except  for 
§  493.945),  the  provisions  of  the 
proposed  rule  are  adopted  as  bnal  with 
the  following  exceptions/additions: 

•  All  specialty  and  subspecialty 
testing  must  be  conducted  at  least  three 
times  per  year,  at  approximately  four 
month  intervals,  with  the  exception  of 
mycobacteriology,  which  must  occur  at 
least  twice  per  year. 

•  Formulas  for  calculating  testing 
event  scores  have  been  amended 
throughout  this  subpart  to  clarify  the 
grading  scheme. 

•  For  tests  requiring  quantitative 
results,  provision  has  been  made  to 
allow  target  values  based  on  a  “peer”  or 
“by  method"  group  when  the  PT 
provider  has  determined  by  a  valid 
scientific  protocol  that  a  specific 
method’s  results  are  atypical  compared 
with  results  on  patient  specimens,  and 
the  bias  would  adversely  affect  the 
evaluation  of  laboratory  performance  if 
an  all-method  target  value  had  been 
used.  PT  program  providers  must  report 
the  circumstances  which  require  such 
variations  on  an  annual  basis  to  HCFA. 
Since  the  use  of  standard  deviation 
limits  for  acceptable  performance  could 
unduly  penalize  very  precise  method 
groups  when  “by  method”  assessments 
are  employed,  fixed-limit  criteria  for 
acceptable  performance  have  been 
added,  where  possible,  for  quantitative 
tests. 

•  In  order  to  assure  that  a 
laboratory's  evaluation  process  is  fair 
for  qualitative  responses,  a  90% 
agreement  is  required  in  the 
determination  of  the  correct  response 
before  laboratories  are  evaluated. 

•  For  microbiology,  a  laboratory’s 
evaluation  is  determined  by  its  Hnal 
answer,  which  is  based  on  the  type  of 
service  it  offers.  Scores  for  any 
preliminary  analyses  leading  to  the  final 
answer  are  not  included  in  the 
averaging  of  results  to  calculate  a 
laboratory’s  score  for  each  sample. 

•  The  procedure  for  calculating  scores 
for  antigen  tests  has  been  clarified. 

•  For  the  subspecialty  bacteriology, 
five  types  of  laboratory  services  are 
now  recognized.  Laboratories  are 
required  to  report  the  principle  pathogen 
rather  than  the  significant  pathogen  in 
designated  samples.  Four  additional 
Enterobacteriaceae  and  two  additional 
Gram-negative  organisms  have  been 
added  to  the  list  of  organisms  to  be 
included  in  approved  PT  programs  over 
time.  A  predetermined  rather  than  a 


predictable  pattern  of  resistance  to 
common  antimicrobial  agents  as 
determined  by  a  NCCLS  guideline 
procedure  or  a  reference  method 
approved  by  HCFA  is  being  required  for 
antimicrobial  susceptibility  testing. 

•  For  mycobacteriology  five  types  of 
laboratory  service  and  for  mycology 
four  types  of  laboratory  service  are  now 
recognized.  The  types  of  mycobacteria 
now  reflect  the  five  groups  suggested  by 
most  authorities.  Microsporum  species 
have  been  added  to  the  list  of  organisms 
to  be  included  in  approved  PT  programs 
over  time. 

•  For  parasitology,  Enterobius 
vermicularis  (pinworm)  has  been  added 
to  the  list  of  parasites  that  might  be 
included  in  an  approved  program. 

•  In  toxicology,  acceptable 
performance  limits  for  blood  lead  have 
been  narrowed  to  reflect  both 
improvements  in  the  analytic  state  of 
the  practice  and  the  need  for  better 
accuracy  and  precision  due  to  the 
recognition  that  lower  concentrations  of 
lead  can  cause  adverse  health  effects  in 
children.  Also,  tobramycin  is  now 
included  in  toxicology. 

•  For  hematology,  standard  deviation 
limits  have  been  replaced  with  fixed 
criteria  for  determining  acceptable 
performance. 

•  We  are  revising  §  493.945  to  require 
that  cytology  proficiency  testing 
programs  provide:  (1)  10  slide  test  sets 
for  the  annual  testing  event  for  each 
individual  and  for  the  retest  for  those 
who  fail  the  annual  test;  and  (2)  20  slide 
test  sets  for  the  second  and  subsequent 
retesting  events.  Each  test  set  must 
include  at  least  one  slide  in  each  of  the 
four  response  categories  and  test  sets 
should  be  comparable.  All  slide 
preparations  included  in  each  test  set 
must  be  referenced  by  obtaining  100 
percent  consensus  agreement  of  a 
minimum  of  3  anatomic  pathologists. 
Premalignant  and  malignant  slide 
preparations  must  be  confirmed  by 
either  comparison  with  the  reported 
tissue  biopsy  results  or  with  the 
reevaluation  of  the  tissue  biopsy  slide 
material. 

An  individual  qualified  as  a  technical 
supervisor  may  be  tested  with  a  test  set 
after  it  has  been  screened  by  a 
cytotechnologist  in  the  same  laboratory 
if  he  or  she  routinely  examines 
prescreened  slides.  Technical 
supervisors  who  work  without  a 
cytotechnologist  must  be  tested  with  an 
unevaluated  test  set. 

There  are  separate  scoring  systems 
for  cytotechnologists  and  technical 
supervisors.  The  maximum  point  value 
for  each  slide  is  10  in  a  10  slide  set  and  5 
in  a  20  slide  set.  One  major  undercall 
(reporting  category  B  for  a  slide  in 


category  D]  results  in  a  failing  score 
(less  than  90  percent]  in  both  the  10  and 
20  slide  test  sets.  Proficiency  test  results 
are  to  be  reported  using  the  four 
categories  as  defined. 

Subpart  J — Patient  Test  Management  for 
Moderate  or  High  Complexity  Testing, 
or  Both 

Summary  of  the  Proposed  Rule 

We  proposed  this  subpart  as  Patient 
Test  Management  For  Level  I  and  Level 
II,  but  have  renamed  it  to  be  consistent 
with  changes  in  the  categorization  of 
tests  under  §  493.10.  Proposed  §  493.1101 
Condition:  Patient  Test  Management  for 
Level  I  and  Level  II  Testing  (now  Patient 
Test  Management  for  Moderate  or  High 
Complexity  Testing,  or  both)  was 
substantially  unchanged  from  the  final 
rule  with  comments  published  on  March 
14. 1990,  at  55  FR  9536.  At  §  493.1101(e), 
Standard;  Referral  of  specimens,  the 
proposed  rule  was  slightly  reworded  to 
reflect  the  site-neutrality  direction  of 
CLIA  and  section  6141  of  the  Omnibus 
Budget  Reconciliation  Act  of  1989 
(OBRA  ’89),  Public  Law  101-239,  which 
requires  laboratories  participating  in  the 
Medicare  program  to  comply  with  CLIA 
requirements.  Specifically,  the 
requirements  in  the  March  14, 1990  final 
rule  for  CLIA  licensed  laboratories  to 
refer  specimens  only  to  other  CLIA 
licensed  laboratories,  and  Medicare 
approved  laboratories  to  refer 
specimens  to  other  Medicare  approved 
laboratories  has  been  removed.  The 
proposed  rule  required  laboratories  to 
refer  specimens  only  to  a  laboratory 
certified  to  perform  testing  for  the 
appropriate  level  of  testing. 

Comments  and  Responses 

Almost  250  comments  were  received 
on  this  subpart.  The  comments  were 
divided  almost  evenly  between 
commenters  who  opposed  portions  of 
the  proposed  requirements  and 
commenters  who  basically  agreed  with 
the  intent  of  the  subpart,  but  offered 
alternative  suggestions. 

Comment:  Several  comments  were 
received  from  individuals  associated 
with  nursing  homes  and  other  inpatient 
facilities  that  perform  bedside 
laboratory  testing.  Commenters  believed 
that  the  requirements  of  this  subpart 
were  burdensome  and  not  appropriate 
to  this  type  of  testing.  These 
commenters  requested  that  the 
regulations  be  modified  to  accommodate 
laboratory  testing  when  specimens  are 
analyzed  at  the  source  of  collection  (i.e., 
patient’s  bedside). 

At  these  facilities,  the  patient  and 
specimen  information  is  on  the  patient’s 
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chart  or  medical  record  and  test  results 
are  recorded  directly  on  the  chart  or 
medical  record.  The  commenters 
believed  that  they  would  be  required  to 
use  additional  formal  requisitions  and 
report  forms. 

Response:  We  agree  with  the  need  for 
revision  as  suggested  by  the 
commenters.  However,  every  laboratory 
must  implement  a  system  that  maintains 
the  pertinent  patient  and  specimen 
information  required  to  assure  reliable 
and  accurate  test  orders,  testing,  and 
reporting  of  test  results  for  each  patient. 
Due  to  the  diversity  of  laboratory 
settings  that  will  be  subject  to  these 
regulations,  and  in  response  to  the 
comments  received,  we  have  modified 
the  regulation  to  allow  facilities 
flexibility  in  devising  and  implementing 
such  a  system.  The  regulations  allow  a 
laboratory  to  receive  test  requests  and 
report  test  results  directly  in  the 
patient’s  chart  or  medical  record.  While 
testing  may  be  done  at  the  bedside, 
written  procedures  describing  patient 
preparation,  specimen  collection  and 
handling  and  test  reporting  policies 
would  still  be  required,  as  would  the 
applicable  requirement  for  record 
retention. 

Comment:  A  number  of  commenters 
suggested  that  the  requirements  of  the 
subpart  addressing  specimen  integrity 
and  record  keeping  should  be  applicable 
to  waived  tests. 

Response:  We  agree  with  the 
commenters  that  specimen  integrity  and 
record  keeping  are  an  essential 
component  of  good  laboratory  practice. 
We  expect  that  any  laboratory 
committed  to  reporting  accurate  and 
reliable  results  would  institute  a  policy 
that  includes  these  components. 
However,  section  353(d)(2)  of  the  Act 
specifically  exempts  those  laboratories 
that  perform  only  waived  tests  from 
meeting  the  Federal  health  and  safety 
standards. 

Comment:  Most  commenters  agreed 
with  the  requirements  for  specimen 
collection.  Several  commenters 
requested  that  the  standards  for 
specimen  collection  and  submission  be 
applicable  to  all  entities,  including  those 
facilities  that  only  collect  specimens  for 
testing. 

Response:  We  agree  with  the 
commenters,  but  the  requirements  in 
CUA  apply  only  to  those  facilities  that 
meet  the  definition  of  a  laboratory;  that 
is,  a  facility  that  performs  tests  on 
human  specimens  for  the  purpose  of 
providing  information  for  the  diagnosis, 
prevention  or  treatment  of  any  disease 
or  impairment  of,  or  the  assessment  of 
the  health  of  human  beings.  Facilities 
that  perform  no  testing  and  only  collect 
specimens  do  not  fall  into  this  category. 


It  is  the  laboratory’s  responsibility  to 
establish  criteria  for  acceptance  or 
rejection  of  specimens  and  to  provide 
their  collection  sites  and/or  clients  with 
the  instructions  needed  to  meet  these 
criteria. 

Comment:  A  few  commenters 
suggested  that  we  require  the  facility 
that  collects  specimens  to  label  the 
specimen  container  and  the  request  slip 
with  a  unique  patient  identification 
number  as  part  of  the  labeling 
requirements  to  assure  positive  patient 
identification. 

Response:  The  regulations  provide 
laboratories  the  flexibility  to  establish  a 
system  that  ensures  positive  patient 
identification  through  each  step  of 
specimen  accession,  storage,  testing  and 
reporting  of  test  results.  This  may 
include  a  system  that  involves  labeling 
the  specimen  container  and  request  slip 
with  a  unique  patient  identification 
number,  but  does  not  preclude  the  use  of 
other  mechanisms  to  assist  in  patient 
identification  and  tracking  of  specimens 
throughout  the  testing  and  reporting 
processes.  The  choice  remains  with  the 
laboratory. 

Comment:  A  few  commenters 
expressed  concern  about  the 
requirement  for  laboratories  to  make 
written  instructions  available  to  patients 
for  specimen  collection,  including 
patient  preparation,  and  suggested  that 
an  oral  explanation  is  often  more 
effective. 

Response:  We  agree  with  the 
commenters  that  oral  instructions  to 
patients  for  specimen  collection, 
including  patient  preparation,  may  be 
more  effective  in  some  cases.  We  are 
modifying  the  regulations  to  add  a 
number  of  additional  sections.  New 
§  493.1103  is  entitled.  “Standard; 
Procedures  for  specimen  submission  and 
handling.’’  At  §  493.1103(c),  we  include  a 
provision  for  a  supplemental  oral 
explanation  of  instructions  to  patients 
for  specimen  collection,  if  the  laboratory 
desires  to  do  so.  This  does  not  replace 
the  requirement  that  a  laboratory  have 
written  instructions  for  specimen 
submission  which  include  patient 
preparation  as  warranted. 

Comment:  A  few  commenters  noted 
that  facilities  performing  testing  for 
organ  transplants  (e.g.  eye  banks)  do  not 
initiate  testing  as  a  result  of  direct 
authorization  or  requisition  by  a 
patient’s  physician.  Commenters 
suggested  that  the  Hnal  rule  provide  for 
testing  of  organ  specimens. 

Response:  We  agree  with  the 
commenters.  The  definition  of 
“authorized  person’’  has  been 
broadened  to  cover  their  concern.  An 
“authorized  person  or  entity”  now  may 
request  the  testing  required  by  organ 


agencies.  However,  the  organ  agencies 
are  required  to  follow  their  respective 
State  regulations  for  testing 
authorization. 

Comment:  A  few  commenters 
suggested  that  electronic  test  requests 
should  be  accepted  as  an  alternative  to 
written  requests. 

Response:  The  regulations  do  not 
preclude  the  use  of  electronic  requests. 
As  previously  stated  in  S  493.1101(b), 
now  at  S  493.1105,  Standard;  Test 
requisition,  the  laboratory  must  perform 
tests  only  at  the  written  or  electronic 
request  of  an  authorized  person. 

Comment  Many  commenters  offered 
alternative  time  frames,  both  shorter 
and  longer,  for  a  laboratory  to  obtain 
written  veriHcation  of  oral  requests,  and 
some  believed  written  verification  was 
not  necessary  at  all. 

Response:  Written  verification  of  oral 
requests  is  necessary  to  prevent  the 
unauthorized  ordering  of  tests.  We  have 
retained  the  provision  of  proposed 
§  493.1101(b),  now  located  at  §  493.1105. 
’That  provision  requires  written 
veriHcation  of  oral  test  requests  within 
30  days  as  a  reasonable  time  frame 
within  which  to  comply.  Electronically 
signed  documents  are  acceptable  in  lieu 
of  written  authorization. 

Comment  Some  commenters 
disagreed  with  the  requirements  for 
retaining  the  test  requisition  for  two 
years.  Commenters  believed  that  the 
two  year  requirement  was  too  long. 

Response:  All  records  related  to 
testing,  including  documentation  of  the 
tests  requested  and  that  tests  were 
ordered  by  an  authorized  person,  are  a 
necessary  part  of  a  laboratory’s 
recordkeeping.  We  also  note  that  CUA 
directs  biennial  certification  and  we 
plan  biennial  inspections,  not  annual 
inspections,  as  had  been  the  case  for 
previously  regulated  laboratories.  We 
are  retaining  the  requirement  at 
proposed  S  493.1101(b).  relocating  it  to 
§  493.1105.  The  requirement  directs 
laboratories  to  retain  the  test  requisition 
or  the  test  authorization  for  a  minimum 
of  two  years.  This  period  may  be  longer 
if  other  Federal  or  State  regulations  are 
applicable. 

Comment  Several  commenters 
suggested  that  in  physician  office 
laboratories  the  patient  chart  could 
serve  as  the  test  requisition. 

Response:  We  agree  with  the 
commenters  that  a  patient’s  chart  or 
medical  record  could  serve  as  the  test 
requisition  provided  that  it  includes  all 
the  information  relevant  and  necessary 
to  assure  accurate  and  timely  testing 
and  reporting  of  test  results.  Specifically 
required  is  the  patient’s  name  or  other 
unique  identiHer,  the  name  and  address 
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or  other  suitable  identifier  of  the 
authorized  person  requesting  the  test, 
the  test(s)  to  be  performed,  the  date  of 
specimen  collection,  and  for  Pap  smears, 
the  last  menstrual  period,  the  patient’s 
age  or  date  of  birth,  and  indication  of 
whether  the  patient  had  a  previous 
abnormal  report,  treatment  or  biopsy. 
Additional  information  may  include  the 
patient’s  age,  sex,  current  medications, 
the  time  the  specimen  was  collected, 
diagnosis,  the  type  of  specimen  to  be 
tested,  (i.e.,  serum  versus  urine,  etc.)  if 
relevant  and  necessary  to  the  testing  to 
be  performed.  This  would  be  determined 
by  the  laboratory.  The  patient's  chart  or 
medical  record  used  for  this  purpose 
must  be  available  to  the  laboratory  at 
the  time  of  testing,  available  to  HCFA 
upon  request,  and  must  be  maintained  in 
lieu  of  a  separate  form  for  at  least  two 
years. 

Comment:  A  number  of  commenters 
felt  that  too  much  information  was 
required  on  the  requisitions,  and  that 
much  of  it  was  really  not  necessary  for 
proper  test  performance. 

Response:  We  agree  with  the 
commenters  that  the  requirements  at 
proposed  S  493.1101(b}(l-8),  now  at 
§  493.1105(aHf}i  were  overly 
prescriptive  in  some  instances  and  have 
revised  them  to  allow  laboratories  to 
develop  their  own  system  of  determining 
the  information  relevant  and  necessary 
for  proper  specimen  identification  and 
handling,  and  to  assure  accurate  and 
timely  test  performance  and  reporting  of 
test  results.  The  laboratory  must, 
however,  include  on  the  requisition  the 
name  of  the  authorized  person  ordering 
the  test  and,  if  appropriate,  the 
individual  responsible  for  utilizing  test 
results,  or  the  name  and  address  of  the 
laboratory  submitting  the  specimen, 
including,  as  applicable,  a  contact 
person.  In  addition,  the  requisition  must 
include  the  test(s)  to  be  performed  and 
the  date  of  the  specimen  collection.  In 
the  event  a  question  arises  concerning 
specimen  integrity  or  if  a  life-threatening 
or  panic  level  result  is  obtained,  the 
requesting  individual  or  entity  must  be 
notified. 

Comment'  Numerous  commenters 
stated  that  it  would  be  unfair  to  the 
patient  and  adversely  affect  patient 
health  to  require  the  rejection  of 
cytology  specimens  that  are  submitted 
without  the  required  information 
provided  on  the  test  requisition.  Some 
suggested  that  the  laboratory  document 
its  attempts  to  obtain  required 
information. 

Response:  We  have  not  specified  the 
conditions  under  which  specimens 
should  be  rejected.  Each  laboratory 
must  establish  its  own  criteria  for 
specimen  acceptability  or  rejection  and 


specify  these  criteria  in  its  procedure 
manual  as  required  in  subpart  K, 

Quality  Control  at  S  493.1211(b}(l).  It  is 
our  intent  that  the  laboratory  make 
provisions  for  obtaining  patient 
information,  and  demonstrate 
reasonable  attempts  to  obtain  the 
information. 

Comment  A  few  commenters  felt  that 
the  determination  of  which  information 
is  pertinent  should  be  left  to  the 
individual  ordering  the  test. 

Response:  We  agree  with  the 
commenters  that  the  individual  ordering 
the  test  may  be  qualified  to  determine 
the  relevance  of  clinical  information. 
However,  in  many  instances  the 
technologist  or  laboratory  director  will 
be  aware  of  clinical  conditions  that  may 
affect  testing  while  a  clinician,  nurse 
practitioner,  or  even  a  patient  who  may 
order  a  test  may  not  have  such 
knowledge.  The  laboratory  must 
determine  the  information  it  requires  to 
assure  proper  and  reliable  test 
performance  and  result  reporting.  A 
laboratory  must  make  a  reasonable 
attempt  to  obtain  such  information.  The 
laboratory  can  solicit  specific 
information  from  the  authorized  person 
ordering  tests  by  specifying  or 
identifying  specific  areas  on  a  test 
request  form.  If  specific  information  is 
required  by  the  laboratory  in  order  to 
perform  or  report  the  test,  and  it  is  not 
supplied  by  the  test  requester,  direct 
communication  is  warranted. 

Comment  Several  commenters  noted 
that  pertinent  clinical  information  may 
include  HTV  testing  status  or  the 
presence  of  risk  factors  for  AIDS  and 
may  conflict  with  patient  confidentiality 
requirements. 

Response:  “Pertinent  clinical 
information’’  pertains  to  the  patient 
information  that  may  be  required  by  the 
laboratory  for  the  proper  performance  of 
the  required  test  procedure.  Only  the 
information  that  the  laboratory 
determines  is  necessary  for  testing  must 
be  obtained.  We  have  reworded  this 
requirement  to  state  that,  “any 
additional  information  relevant  and 
necessary  to  a  specific  test  to  assure 
accurate  and  timely  testing  and 
reporting  of  results.”  Since  ail  patient 
information  is  considered  confidential, 
the  laboratory  must  ensure  patient 
confidentiality  for  all  the  information  it 
collects. 

Comment  Several  individuals  and 
organizations  expressed  concern  about 
the  requirement  to  obtain  information  as 
to  whether  a  patient  is  at  risk  for 
developing  cervical  cancer  or  its 
precursors.  Some  stated  that  many 
clinics  are  successful  in  obtaining  Pap 
smears  because  of  the  assurance  of 
patient  confidentiality  and  this 


requirement  might  reveal  confidential 
patient  information.  Other  commenters 
stated  that  the  majority  of  American 
women  fail  into  one  or  more  high  risk 
categories  so  there  would  be  no  point  in 
providing  this  information. 

Response:  We  agree  with  the 
commenters  and  have  deleted  the 
requirement,  formerly  at 
S  493.1101(b)(8),  requesting  information 
as  to  whether  a  patient  is  at  risk  for 
developing  cervical  cancer  or  its 
precursors. 

Comment  A  significant  number  of 
commenters  expressed  concern  about 
the  requirement  for  laboratories  to  have 
records  of  each  step  in  the  processing 
and  testing  of  patient  specimens,  stating 
that  such  records  could  be  voluminous. 

Response:  W'e  agree  with  the 
commenters  regarding  the  burden 
implied  by  this  requirement;  that  is,  the 
recording  of  every  step  in  the  processing 
and  testing  of  patient  specimens.  We 
have  removed  the  requirement  to 
document  each  step  in  the  processing  of 
patient  specimens.  We  have,  however, 
added  the  requirement  that  records  must 
identify  the  personnel  performing  the 
testing  procedure.  The  complexity  model 
consists  of  waiver,  moderate,  and  high 
complexity  tests  and  dictates  the 
personnel  qualifications  required  for 
performing  each  level  of  tests. 
Documentation  of  the  identity  of  the 
personnel  performing  the  test  procedure 
is  a  mechanism  for  determining 
compliance  with  the  regulations.  These 
records  must  be  maintained  for  at  least 
two  years. 

Comment  A  few  commenters  stated 
that  the  language  in  §  493.1101(c)  should 
be  clarified  to  indicate  that  instrument 
printouts  must  be  retained  for  2  years. 

Response:  We  agree  with  the 
commenters  that  instrument  printouts 
must  be  maintained  for  two  years.  We 
are  revising  the  requirement  proposed  at 
§  493.1101(c),  and  locating  it  in  a  new 
§  493.1107,  Standard;  Test  records,  to 
state  that  records  of  patient  testing, 
including,  if  appUcable,  instrument 
printouts,  must  be  retained  for  at  least 
two  years. 

Comment  Several  commenters 
suggested  that  assigning  accession 
numbers  was  not  necessary  in  very 
small  laboratories. 

Response:  We  agree  with  the 
commenters.  It  was  never  our  intent  to 
require  the  laboratory  to  utilize 
accession  numbers.  'The  system  used 
must  assure  proper  identification  of  the 
specimen  throughout  the  testing  process. 
The  requirement,  which  has  been 
relocated  to  §  493.1107(a),  is  being 
reworded  for  clarification  to  include  the 
patient  identification  number,  accession 
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number,  or  other  imique  identiflcation  of 
the  specimen.  The  patient's  name  may 
be  used  as  part  of  the  identification 
system.  However,  the  patient's  name 
must  be  linked  with  another  identiHer  to 
assure  positive  identification  between 
patients  with  like  or  similar  names. 

Comment:  Numerous  commenters 
opposed  the  requirement  for  retention  of 
copies  of  all  test  reports,  including 
preliminary  reports,  for  two  years  or 
longer.  Most  of  the  commenters  were 
concerned  about  maintaining  copies  of 
preliminary  microbiology  reports. 

Response:  The  laboratory's 
recor^eeping  system  must  include 
copies  of  all  results  that  have  been 
reported  and  potentially  acted  upon  by 
the  clinician.  Preliminary  reports 
generated  in  microbiology  are  often 
used  by  the  clinician  to  initiate 
treatment  and  must  be  retained. 

Comment:  A  few  commenters 
questioned  the  meaning  of  the  phrase 
“legally  reproduced  record". 

Response:  The  questions  raised  by  the 
commenters  have  prompted  a  more 
clearly  worded  requirement.  Rather  than 
using  the  phrase  “legally  reproduced 
record",  we  are  changing  the  regulation 
as  proposed  at  §  493.1101(d),  and  are 
incorporating  the  provision  in  a  new 
§  493.1109(h],  Standard;  Test  report.  We 
are  requiring  laboratories  to  retain  an 
“exact  duplicate"  of  the  original  report. 
The  exact  duplicate  of  the  test  report 
may  be  a  manually  written  report  or  a 
report  generated  by  an  electronic 
system,  one  maintained  on  microfilm, 
etc.,  provided  it  contains  all  of  the 
information  that  was  on  the  original  test 
record  or  report.  The  duplicate  copy 
does  not  necessarily  have  to  be 
reproduced  in  the  exact  format  of  the 
original  test  record  or  report. 

Comment:  Several  commenters 
suggested  revisions  to  proposed 
§  493.1101(d)(l},  which  required  that 
systems  used  to  report  results  ensure  the 
confidentiality  of  those  results  when 
appropriate.  'The  commenters  stated  that 
“when  appropriate"  should  be  changed 
to  “when  appropriate  as  determined  by 
the  laboratory  director". 

Response:  The  conHdentiality  of 
patient  results  should  be  insured  to  the 
best  of  the  laboratory's  ability  and  in 
areas  over  which  it  has  control.  All 
patient  information,  as  well  as  test 
results,  are  confidential.  The  decision  to 
determine  which  portions  of  patient 
information  are  or  are  not  confidential 
cannot  be  made  in  the  laboratory.  We 
have  modiHed  the  requirements  in 
proposed  §  493.1101(d)(l],  and  relocated 
them  to  §  493.1109(a).  As  modified,  they 
state  that  the  laboratory  must  have 
adequate  systems  in  place  to  report 
results  in  a  timely,  accurate,  reliable  and 


conOdential  manner,  and  ensure  patient 
confidentiality  throughout  those  parts  of 
the  total  testing  process  that  are  under 
the  laboratory's  control. 

Comment:  Many  commenters  stated 
that  it  was  unreasonable  to  expect 
laboratories  to  be  able  to  retrieve  stored 
records  within  a  two  hour  time  frame. 

Response:  A  speciHc  time  frame  was 
not  mandated  in  the  proposed 
regulations  nor  are  we  including  such  a 
requirement  in  the  final  rule.  The 
laboratory  must  be  capable  of  retrieving 
records  in  a  timely  fashion  and  making 
these  records  available  when  requested 
to  do  so  during  the  inspection  process. 

Comment:  A  few  commenters  noted 
that  proposed  §  493.1101(d)(3),  which 
states  that  the  results  or  transcripts  of 
laboratory  tests  must  be  released  only 
to  authorized  persons,  restricts  release 
of  results  to  authorized  individuals  and 
may  impede  patient  care  in  emergency 
situations  if  the  physician  is  not 
available. 

Response:  We  agree  with  the 
commenters  and  we  have  modified 
proposed  §  493.1101(d)(3),  relocating  it 
at  §  493.1109(e)  and  requiring  that 
results  or  transcripts  of  laboratory  tests 
or  examinations  be  released  to 
authorized  persons  or  the  individual 
responsible  for  utilizing  test  results.  This 
allows  results  to  be  released  to  an 
authorized  person  other  than  the  person 
who  ordered  the  test.  In  addition,  the 
reporting  of  potentially  life-threatening 
test  results  to  an  individual  or  entity 
that  requested  the  test  as  proposed  at 
§  493.1101(d)(5),  is  being  revised  and 
relocated  to  §  493.1109(f)  to  include 
reporting  results  to  the  individual 
responsible  for  utilizing  the  test  results, 
when  any  test  result  indicates  an 
imminent  life-threatening  laboratory 
result. 

Comment:  Several  commenters 
pointed  out  that  life  threatening  results 
could  not  be  immediately  reported  to  the 
individual  responsible  for  utilizing  test 
results  rmless  the  regulations  were 
revised  to  require  that  a  laboratory 
referring  test  include  on  the  test  request 
the  name,  address  and  telephone 
number  or  other  means  of  contacting  the 
authorized  person  who  ordered  the  test 
or  is  responsible  for  utilizing  test  results. 

Response:  We  agree  with  the 
commenters  that  a  mechanism  is  needed 
to  report  life-threatening  or  panic  value 
test  results  when  a  specimen  is  sent  to  a 
referral  laboratory.  At  §  493.1109(f),  we 
now  require  that  the  laboratory 
immediately  alert  the  authorized  person 
or  entity  requesting  the  test  or  the 
individual  responsible  for  utilizing  the 
test  results  whenever  a  test  result  is 
imminently  life-threatening.  In  addition, 
we  have  modified  proposed 


§  493.1101(b)(2),  now  relocated  to 
§  493.1105(b),  to  include  on  the 
requisition,  as  applicable,  a  contact 
person  to  enable  the  reporting  of 
imminent  life  threatening  laboratory 
results  or  panic  values.  'Hie  laboratory 
is  responsible  for  establishing  a 
reporting  system  to  ensure  that  this 
information  is  reported  to  the 
appropriate  person. 

Comment:  A  few  commenters  were 
opposed  to  the  requirement  that  a 
laboratory  make  available  to  clients 
data  on  test  sensitivity,  specificity,  and 
interferences,  pointing  out  that 
“volumes"  have  been  written  on  these 
subjects.  A  small  number  of  commenters 
stated  that  the  rules  should  stipulate  to 
what  extent  manufacturer's  literature 
can  be  used  to  comply  with  the 
requirements  for  laboratories  to  provide 
data  on  sensitivity,  speciHcity, 
interferences,  etc.  A  few  commenters 
stated  that  it  was  unreasonable  to 
require  laboratories  to  make  available 
“information  that  may  affect  the 
interpretation  of  test  results".  They  also 
stated  that,  for  many  tests  and  diseases, 
sensitivity  and  specificity  data  are  not 
available. 

Response:  We  agree  with  the  concerns 
of  the  commenters  regarding  the 
requirement  for  laboratories  to  make 
available  specified  information  on  test 
characteristics.  We  have  modified 
proposed  S  493.1101(d)(7),  now  relocated 
at  §  493.1109(g),  by  removing  exact 
requirements  and  are  making  the 
regulation  more  general.  The  laboratory 
must  make  available,  upon  request,  the 
performance  specifications  as  required 
under  §  493.1213,  Standard;  Method 
performance  veriRcation,  if  applicable, 
of  each  test  method  used.  This 
information  may  include  the 
manufacturer's  data  supplied, 
dependant  upon  whether  the  method  is 
used  according  to  the  manufacturer's 
instructions.  In  addition,  the  laboratory 
must  make  available,  upon  request, 
information  that  may  affect  the 
interpretation  of  test  results,  such  as  test 
interferences.  Pertinent  updates  on 
testing  information  must  be  provided  to 
clients  whenever  changes  occur  that 
affect  the  test  results  or  interpretation  of 
test  results. 

Comment:  Several  commenters 
expressed  concern  about  the 
requirement  for  the  name  and  address  of 
each  laboratory  performing  tests  to  be 
included  on  report  forms,  noting  that 
some  reports  are  already  crowded  and 
additional  information  could  make  the 
reports  confusing. 

Response:  The  potential  for  the 
individual  requesting  and/or  utilizing 
the  test  results  to  require  additional  test 
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information  to  aid  in  result 
interpretation  and  treatment  of  patients 
is  of  much  greater  importance  to  patient 
care  than  report  format.  If  a  laboratory 
determines  Aat  its  reports  are  crowded 
and  confusing  to  the  test  requester  and/ 
or  utilizer,  it  has  complete  latitude  to 
reorganize  the  report  in  the  manner 
necessary  to  correct  the  problem.  In 
addition,  it  is  a  Medicare  requirement  to 
include  this  information  on  result 
reports  if  the  laboratory  participates  in 
and  receives  pajrment  from  the 
Medicare  program.  The  final  rule 
maintains  the  requirement  at 
§  493.1101(d)(8),  now  located  at 
5  493.1109(b),  to  include  the  name  and 
address  of  the  laboratory  location  at 
which  the  test  was  performed.  In 
addition,  we  have  added  that  the  test 
performed,  the  test  result,  and  if 
applicable,  the  units  of  measurements 
also  be  included  on  the  test  report. 

Comment:  A  few  commenters  stated 
that  the  requirement  to  refer  specimens 
only  to  CLIA  laboratories  should  be 
modified  to  include  Medicare  certified 
laboratories. 

Response:  CLIA  requires  HHS  to 
establish  certification  requirements  for 
any  laboratory  performing  tests  on 
human  specimens  for  diagnosis, 
prevention,  treatment  of  disease  or 
impairment  or  health  assessment 
purposes  and  to  certify  through  issuance 
of  a  certificate  that  those  laboratories 
meet  the  requirements.  The  Omnibus 
Budget  Reconciliation  Act  of  1989 
(OBRA  ’89)  required  that  all  laboratories 
participating  in  the  Medicare  program 
comply  with  CLIA  requirements.  Only 
laboratories  that  have  a  current 
unrevoked  and  unsuspended  certificate 
issued  by  HHS  under  CLIA  will  be 
eligible  for  reimbursement  in  the 
Medicare  or  Medicaid  programs,  or 
both.  Due  to  the  passage  of  OBRA  '89,  it 
is  no  longer  necessary  for  the  distinction 
to  be  made  between  Medicare  approved 
laboratories  and  CLIA  certified 
laboratories  for  referral  of  specimens 
since  a  laboratory,  in  order  to  be 
approved  by  Medicare,  must  meet  the 
applicable  CLIA  requirements. 
Therefore,  the  requirement  proposed  at 
§  493.1101(e),  is  retained  at  §  493.1111 
and  states  that  a  laboratory  may  refer 
specimens  for  testing  only  to  a 
laboratory  possessing  a  valid  certificate 
authorizing  the  performance  of  the 
serv’ice  for  the  level  of  complexity  in 
which  the  referred  test  is  categorized, 
and  does  not  mention  Medicare 
approval. 

Comment:  A  few  commenters 
suggested  the  deletion  of  the 
requirement  at  proposed  §  493.1101(e)(2) 
for  a  referring  laboratory,  which  revises 


results  in  any  way,  to  notify  both  the 
testing  laboratory  and  the  authorized 
person  who  ordered  the  test  of  the 
changes  made.  Other  commenters  stated 
that  the  requirement  should  be 
eliminated  by  revising  the  regulation  to 
prohibit  alteration  of  results  by  a 
referral  laboratory. 

Response:  We  agree  with  the 
commenters  who  suggested  the 
elimination  of  the  requirement  at 
§  493.1101(e)(2).  We  have  modified  the 
regulations,  now  at  §  493.1111(a),  to 
state  that  the  referring  laboratory  must 
not  revise  results  or  information  directly 
related  to  the  interpretation  of  results 
provided  by  the  testing  laboratory. 

Clianges  to  the  Regulation 

We  have  made  several  editorial  and 
clarifying  changes  to  this  subpart  to 
provide  more  flexibility  to  the  diverse 
variety  of  testing  entities  now  subject  to 
the  final  rule.  We  also  have  renamed  the 
subpart  as  Patient  Test  Management  for 
Moderate  and  High  Complexity  Testing, 
or  Both  and  have  renumbered  and 
added  sections  §  §  493.1103  to  493.1111 
to  accommodate  changes  in  the 
regulations.  Specific  changes  to  the 
regulations  are  as  follows: 

•  Under  §  493.1103(c),  we  are 
allowing  laboratories  to  provide  oral 
explanations  of  instructions  to  patients 
as  a  supplement  to  written  directions. 

•  Under  §  493.1105,  we  are  allowing 
laboratories  to  receive  test  requests 
directly  in  the  patient's  chart  or  medical 
record. 

•  Under  §  493.1105(b),  we  are  adding 
the  option  to  include  a  contact  person 
and/or  the  name  and  address  of  the 
person  utilizing  test  results  on  the  test 
requisition. 

•  Under  §  493.1105(c),  we  are 
requiring  that  the  test(s)  to  be  performed 
be  included  on  the  test  requisition. 

•  We  are  modifying  the  test 
requisition  standard  under  §  493.1105(f) 
to  allow  laboratories  to  develop  their 
own  system  of  determining  the 
information  relevant  and  necessary  for 
proper  specimen  identification  and 
handling,  and  to  assure  accurate  and 
timely  test  performance  and  reporting  of 
test  results. 

•  We  are  deleting  from  the  test 
requisition  standard  the  requirement 
requesting  time  of  collection,  source  of 
specimen  and  test  requested,  age  and 
sex  of  patient,  and  pertinent  clinical 
information. 

•  For  Pap  smears,  we  are  removing 
the  requirement  that  the  requisition 
request  information  as  to  whether  a 
patient  is  at  risk  for  developing  cervical 
cancer  or  its  precursor,  but  requiring 
that  the  form  indicate  the  patient's  age 
or  date  of  birth. 


•  We  are  removing  the  requirement 
that  the  test  record  document  each  step 
in  the  processing  and  testing  of  patient 
specimens. 

•  Under  S  493.1109,  we  are  allowing 
laboratories  to  report  test  results 
directly  in  the  patient's  chart  or  medical 
record,  which  must  be  readily  available 
to  HHS  upon  request. 

•  We  are  requiring  that  the  test 
record  identify  the  person  who 
performed  the  test  and  that  the 
laboratory  retain  instrument  printouts 
for  at  least  two  years. 

•  We  are  requiring  that  the  test 
performed,  the  test  results  and,  if 
applicable,  the  units  of  measurement  be 
included  on  the  test  report. 

•  We  are  removing  the  option  for  a 
referring  laboratory  to  revise  test  results 
received  from  a  testing  laboratory. 

Subpart  K — Quality  Control  for  Tests  of 
Moderate  or  High  Complexity,  or  Both 

Summary  of  the  Proposed  Rule 

We  proposed  this  subpart  as  “Quality 
Control  for  Level  I  and  Level  II  Testing,’’ 
but  have  renamed  it  to  be  consistent 
with  the  changes  made  in  this  subpart. 

With  the  exceptions  described  herein, 
the  quality  control  requirements  in  the 
May  21, 1990  proposed  rule  were  the 
same  standards  as  specified  in  the  final 
rule  published  March  14, 1990.  We 
sought  comments  on  the  applicability  of 
those  proposed  requirements  to  new 
technology. 

In  §  493.1203,  Standard;  Facilities,  we 
proposed  to  add  the  requirement  for 
laboratories  that  perform  non-waived 
tests  to  provide  for  adequate  ventilation 
to  ensure  proper  removal  of  toxic  fumes 
and  that  air  exhausted  from  areas  in 
which  infectious  materials  are  handled 
is  appropriately  filtered  before 
discharge  into  the  atmosphere. 

Also  in  §  493.1203,  we  proposed  to 
add  a  requirement  for  laboratories  to 
have  and  maintain  a  stable  electrical 
power  source. 

We  proposed  to  add  to 
§  493.1211(a)(12),  Standard;  Procedure 
Manuals,  a  new  paragraph  requirement 
to  ensure  that  appropriate  specimen 
storage  criteria  be  included  in  each  test 
procedure. 

In  §  493.1217,  Standard;  Frequency  of 
quality  control,  we  proposed  to  specify 
in  paragraph  (e)  that  the  laboratory 
include  only  one  control  in  each 
electrophoresis  cell  rather  than  include 
two  controls  with  each  test  run.  In 
addition,  we  proposed  at  §  493.1249, 
Standard;  Toxicology,  for  drug  abuse 
screening  using  thin  layer 
chromatography,  that  each  plate  be 
spotted  with  at  least  one  calibrator 
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containing  all  drugs  identified  by  the 
thin  layer  procedure  and  that  at  least 
one  control  be  included  in  each  chamber 
and  processed  through  every  step  of 
patient  testing. 

In  the  proposed  regulations,  we 
proposed  no  substantial  changes  to  the 
special  quality  control  requirements 
speciHed  in  the  final  rule  published 
March  14, 1990.  In  the  preamble  to  the 
proposed  rule,  we  requested  the  public 
to  consider  and  comment  on  the  ' 
following  statements  that  could  be 
included  in  several  future  regulations: 
HIV-1  Antibody  Testing 

A  reactive  screening  test  for  HIV-1 
antibody  must  be  followed  up  with  a 
more  specific  supplemental  test  before 
issuing  a  final  report. 

Urine  Drug  Testing  for  Drugs  of  Abuse 

A  positive  screening  test  for  drug(s)  of 
abuse  must  be  followed  up  with  a  more 
speciHc  confirmatory  test  before  issuing 
a  final  report. 

Although  we  proposed  no  substantive 
changes  to  S  493.1257,  Standard; 
Cytology,  from  the  cytology  regulations 
published  on  March  14, 1990,  to  provide  ^ 
clarity  to  the  proposed  requirements  we 
are  providing  an  overview  of  the 
proposed  cytology  regulations. 

The  proposed  requirements  for  quality 
control  in  cytology  provided  for  a 
comprehensive  program  to  detect  errors 
and  assure  accurate  diagnoses.  To 
ensure  satisfactorily  stained  slide 
preparations  and  to  prevent  specimen 
cross-contamination  during  staining,  we 
specified  that  a  Papanicolaou  stain  be 
used,  that  stains  be  Hltered  or  changed 
between  staining  gynecologic  and 
nongynecologic  specimens,  and  that 
body  cavity  fluids  be  assessed  for  their 
potential  to  cross-contaminate.  We  also 
proposed  that  no  diagnostic 
interpretations  be  reported  on 
unsatisfactory  slide  preparations. 

We  proposed  that  each  individual 
examining  slides  by  nonautomated 
technique  examine  no  more  that  120 
gynecologic  and  nongynecologic  slides 
in  a  24  hour  period,  irrespective  of  the 
site  or  laboratory.  No  more  that  two 
thirds  of  this  slide  limit,  up  to  a 
maximum  of  80  slides,  could  be 
unevaluated  slides.  We  proposed  that 
the  technical  supervisor  establish  a  slide 
limit  for  each  individual  based  on 
performance  and  that  the  limit  be 
documented  and  reassessed  monthly.  In 
addition,  we  proposed  that  the 
laboratory  require  each  individual  to 
account  for  any  slides  he  or  she 
examined  for  the  laboratory  or  any 
other  laboratory  or  employer.  Each 
laboratory  would  have  to  maintain  a 
record  of  the  number  of  slides  examined 
by  each  individual  within  each  24  hour 


period.  We  also  proposed  that  the 
maximum  number  of  120  slides  be 
examined  in  no  less  than  6  hours  and 
proposed  a  formula  for  prorating  the 
slide  limit  for  individuals  who  worked 
part-time. 

We  proposed  that  all  premalignant 
and  malignant  gynecologic  smears  and 
all  nongynecologic  preparations  be 
reviewed  and  confirmed  by  a  technical 
supervisor  in  cytology.  In  addition,  we 
proposed  that  the  technical  supervisor 
provide  for  feedback  to 
cytotechnologists  on  premalignant  and 
malignant  cases  and  on  the  results  of 
the  reexamination  of  negative  or  normal 
cases.  This  feedback  was  to  be  part  of  a 
documented  performance  evaluation  for 
each  cytotechnologist. 

To  provide  for  the  detection  of  errors 
and  for  further  performance  evaluation, 
we  proposed  that  each  laboratory 
establish  an  error  detection  program. 
This  program  was  to  include  the 
rescreen  of  at  least  10  percent  of  all 
gynecologic  cases  interpreted  to  be 
negative  for  premalignant  or  malignant 
conditions  by  each  individual  not 
qualified  as  technical  supervisor.  We 
proposed  that  this  10  percent  rescreen 
include  cases  from  patients  identified  as 
having  a  high  probability  of  developing 
cervical  cancer.  We  also  proposed  that 
laboratories  compare  premalignant  and 
malignant  gynecologic  cytology  results 
with  histology  results,  available  either  in 
the  laboratory  or  from  the  State  health 
department,  and  that  all  normal  or 
negative  specimens  from  the  previous  5 
years  be  reexamined  when  a  new 
malignant  or  premalignant  case  is 
identified.  In  addition,  we  proposed  that 
laboratories  establish  and  document  an 
annual  statistical  evaluation  of  their 
case  mix  with  respect  to  several 
variables  and  compare  the  case  reviews 
of  each  individual  with  the  overall 
laboratory  statistics,  documenting  and 
evaluating  any  discrepancies. 

We  proposed  several  requirements  for 
the  laboratory  report  to  specify 
information  that  would  assist  the 
ordering  physician  in  interpretation  of 
the  results.  Additionally,  we  requested 
comments  on  whether  we  should  require 
The  Bethesda  System  for  reporting  Pap 
smear  results. 

We  proposed  that  c3dology  slides  be 
retained  for  5  years  if  reported  as 
normal,  negative  or  unsatisfactory  and 
10  years  if  reported  as  premalignant  or 
malignant  We  proposed  to  provide  for 
laboratories  to  donate  slides  to 
approved  cytology  proficiency  testing 
programs  in  lieu  of  retaining  them  for 
the  5  or  10  year  period  if  authorized  by 
HCFA. 

We  also  proposed  that  laboratories 
report  all  malignant  and  premalignant 


gynecologic  cases  to  their  respective 
State  health  departments. 

Comments  and  Responses 

Approximately  1400  comments  were 
received  on  $  493.1201  Condition; 

General  quality  control;  tests  of 
moderate  or  high  complexity,  or  both. 
About  one-half  of  the  commenters  were 
opposed  to  the  proposed  quality  control 
requirements,  while  about  one-fifth  of 
the  commenters  were  in  support  of  the 
proposed  requirements.  Alternate 
suggestions  were  submitted  by  many  of 
the  commenters.  Comments  received 
from  a  few  individuals  indicated  that 
they  had  misinterpreted  or  misread  the 
proposed  requirements. 

In  response  to  commenters  concerns, 
language  has  been  added  to  this  subpart 
to  allow  a  two-year  phase-in  for  the 
development  and  implementation  of  a 
FDA  clearance  process  which  will 
determine  if  instruments,  kits,  and  test 
systems  developed  by  manufacturers  for 
in-vitro  diagnostic  use  are  in  compliance 
with  the  CUA  requirements  for  general 
quality  control. 

CDC,  FDA,  and  HCFA  have  worked 
collaboratively  to  revise  the  complexity 
model,  taking  into  consideration  the 
responsibility  for  regulating  the  products 
used  in  the  clinical  laboratory  under  the 
Medical  Device  Amendments  to  the 
Food  Drug  and  Cosmetic  Act  and  these 
regulations.  Although  the  FDA  mandate 
and  regulatory  activities  have  a  different 
focus  than  does  the  legislation 
underlying  these  proposed  rules,  we 
agree  that  it  would  benefit  both  the 
laboratory  and  the  manufacturer  for 
FDA  to  consider  the  CLIA  regulations 
during  the  review  process  for  products 
used  in  the  clinical  laboratory. 

Therefore,  exercising  its  authority  under 
both  the  Federal  Food,  Drug  and 
Cosmetic  Act  and  CLIA,  FDA  will 
develop  guidelines  for  manufacturers  to 
follow  in  preparing  their  supplementary 
data  to  support  their  performance  claims 
and  recommended  quality  control 
procedures  for  laboratory  users  of  both 
moderate  and  high  complexity  tests. 

FDA  will  review  this  data  and,  if  found 
to  be  in  compliance  with  CLIA 
regulations,  will  allow  the  manufacturer 
to  maricet  “cleared”  products  as  meeting 
the  quality  control  requirements  for 
performing  tests  of  either  moderate  or 
high  complexity.  The  laboratory 
performing  these  tests  in  accordance 
with  their  labeling  instructions,  and 
complying  with  the  requirements  of  this 
subpart  that  are  unique  to  the  laboratory 
facility,  will  be  considered  in 
compliance  with  the  requirements  of  this 
subpart.  With  respect  to  notifying 
laboratories  that  compliance  with  the 
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quality  control  instructions  specified  in 
the  labeling  for  the  product  will 
constitute  compliance  with  CLIA,  the 
regulations  provide  that  a  laboratory 
cannot  rely  on  a  manufacturer’s  quality 
control  instructions  unless  the 
manufacturer,  in  addition  to  obtaining 
FDA  clearance  of  its  quality  control 
instructions,  also  includes  the  following 
statement  in  the  quality  control 
instructions:  “Unless  this  device  is 
modified  by  a  laboratory,  compliance 
with  these  quality  control  instructions 
satisfies  42  CFR  493.1201  through 
493.1221  and  493.1223  through  493.1285, 
as  applicable,  implementing  the  Clinical 
Laboratory  Improvement  Amendments 
of  1988."  'The  inclusion  of  such  a 
statement  in  the  quality  control 
instructions  without  ETDA  review  and 
clearance  will  be  considered  a  violation 
of  21  U.S.C.  352(a)  and  applicable 
provisions  of  Title  18,  including  18 
U.S.C.  1001.  Manufacturers  should  be 
advised  that  HHS  will  continue  to 
regard  any  other  statements  concerning 
FDA  review  and  clearance  of  devices  to 
violate  21  U.S.C.  301(1)  or  352(a). 

Except  for  the  discussion  listed  below 
under  §  493.1201  which  explains  the 
addition  of  §§  493.1202  and  493.1203 
concerning  Ae  applicability  and  the 
effective  dates  of  the  quality  control 
requirements,  the  comment  and 
response  section  does  not  include  the 
two  year  phase-in  implementation  nor 
does  it  include  any  equivalent 
procedures  that  will  be  specified  in  the 
State  Operations  Manual  and  may  be 
used  by  laboratories  to  meet  the 
requirements  specified  in  this  subpart. 

Section  493.1201  Condition:  General 
Quality  Control;  Level  I  and  Level  II 
Testing  (General  Quality  Control  for 
Tests  of  Moderate  or  High  Complexity, 
or  Both) 

Comment:  Many  commenters  believed 
that  quality  control  (QC)  activities  are 
an  essential  component  of  good 
laboratory  practice  and  supported  ' 
subpart  K  as  written,  stating  that  the 
quality  control  requirements  should 
apply  to  all  testing  facilities,  including 
those  laboratories  that  perform  only 
waived  tests.  Many  other  commenters 
expressed  general  disagreement  with 
subpart  K  stating  that  it  was  too  rigid 
and  did  not  allow  laboratories  the 
flexibility  needed  to  meet  basic  QC 
requirements.  Many  of  these 
commenters  suggested  that  the 
regulations  be  more  outcome-oriented  as 
opposed  to  listing  prescriptive 
requirements.  Other  commenters  felt 
that  the  requirements  were  excessively 
burdensome  and  would  lead  to 
significant  increases  in  laboratory  cost 


without  substantially  improving  quality 
and  benefiting  patient  care. 

Response:  We  agree  with  those  who 
felt  that  QC  activities  are  an  essential 
component  of  good  laboratory  practice. 
The  development,  performance,  and 
documentation  of  QC  protocols  enables 
the  laboratory  to  assure  the  quality  of 
patient  test  results  and  reporting.  We 
cannot,  however,  impose  QC 
requirements  upon  laboratories  that 
perform  only  waived  tests  because  the 
Act  specifically  exempted  laboratories 
performing  only  waived  tests  from  all 
standards,  including  those  of  quality 
control. 

The  QC  requirements  established  in 
subpart  K  are  designed  to  assure  the 
accuracy  and  reliability  of  patient  test 
results  by  monitoring  and  detecting 
variations  in  the  performance  of  test 
systems  using  calibration  and  control 
materials.  We  have  amended  this 
subpart  to  clarify  the  intent  of  the 
various  sections  describing  QC 
requirements  and  have  restructured 
portions  of  the  subpart  to  provide  a 
more  logical  flow  to  these  requirements. 

For  laboratories  that  perform  tests  of 
moderate  complexity  using  any 
instrument,  kit  or  test  system  cleared  by 
the  FDA  through  the  premarket 
notification  (510(k))  or  premarket 
approval  (PMA)  process  for  in-vitro 
diagnostic  use,  we  have  added 
§  493.1202,  Standard;  Moderate  or  high 
complexity  testing  or  both:  Effective 
from  September  1, 1992  to  September  1, 
1994,  which  allows  a  two  year  phase-in 
of  some  of  the  quality  control 
requirements.  Specifically,  during  this 
two  year  period,  these  laboratories 
must:  Follow  manufacturers' 
instructions  for  instrument  or  test 
system  operation  and  test  performance; 
have  a  procedure  manual  describing  the 
processes  for  testing  and  reporting 
patient  test  results;  perform  and 
document  calibration  procedures  at 
least  once  every  six  months;  perform 
and  document  control  procedures  using 
at  least  two  levels  of  control  materials 
each  day  of  testing;  perform  and 
document  applicable  specialty  and 
subspecialty  control  procedures;  and 
perform  and  document  that  remedial 
action  has  been  taken  when  problems 
are  identified. 

When  laboratories  perform  tests  of 
high  complexity  or  perform  tests  of 
moderate  complexity  using  a  method 
developed  in-house  or  using  an 
instrument,  kit  or  test  system  cleared  by 
the  FDA  through  the  510(k)  or  PMA  that 
has  been  modified  by  the  laboratory 
there  is  no  phase-in  for  quality  control 
requirements.  For  these  tests. 


laboratories  must  meet  ail  applicable 
standards  of  this  subpart. 

We  have  added  §  493.1203,  Standard; 
Moderate  or  high  complexity  testing,  or 
both:  Effective  beginning  September  1. 
1994,  which  addresses  requirements  in 
effect  after  the  2  year  phase-in  period. 
Laboratories  must  either  follow  the 
instructions  in  package  inserts  or 
operator  manuals  supplied  with 
instruments,  kits,  and  test  systems  that 
have  been  cleared  by  the  FDA  as 
meeting  the  CLIA  requirements  for 
general  quality  control  and  comply  with 
requirements  of  this  subpart  that  are 
unique  to  the  laboratory  and  cannot  be 
met  by  manufacturers’  instructions:  or 
they  must  meet  all  applicable  quality 
control  requirements  specified  in  this 
subpart.  If,  on  September  1, 1994,  a 
laboratory  is  performing  a  test  of 
moderate  or  high  complexity  using  an 
instrument,  kit  or  test  system  that  has 
not  been  cleared  by  the  FDA  as  meeting 
the  CLIA  requirements  for  general 
quality  control,  the  laboratory  will  be 
expected  to  meet  all  applicable 
-requirements  of  this  subpart. 

The  FDA  has  analyzed  the  potential 
number  of  510(k)  submissions  likely  to 
be  received  from  manufacturers  during 
the  phase-in  period  for  implementation 
of  the  General  Quality  Control  standard, 
based  on  the  very  limited  data 
available.  The  agency  estimates  that  an 
initial,  non-recurring  bolus  of  betw’een 
3,000  and  9,000  existing  applications 
could  potentially  be  resubmitted  for 
review,  most  within  the  first  two  years 
of  the  effective  date  of  the  rule,  along 
with  the  1,000  new  510(k)  or  PMA 
applications  the  agency  usually  receives 
annually.  The  estimates  of 
reapplications  vary  widely  as  a  result  of 
the  fact  that  the  revised  review  process 
is  new  to  both  the  FDA  and  to 
manufacturers,  and  because  the 
submission  of  reapplications  for  devices 
already  in  use  will  depend  on  market 
factors  which  are  complex  and 
inherently  difficult  to  anticipate. 

The  FDA  is  concerned  about  its 
ability  to  process  all  applications 
received  within  the  2-year  phase-in 
period.  The  agency’s  ability  to  handle 
this  early,  greatly-expanded  workload  of 
premarket  submissions  will  depend  on 
the  actual  numbers  and  timing  of 
submissions  received,  as  well  as  on  the 
availability  of  the  additional  resources 
necessary  to  fully  accommodate  the 
projected  workload.  While  a  moderate 
number  of  applications  can  be 
accommodated,  if  the  early  submissions 
received  are  in  the  higher  range  of 
estimates,  FDA  may  well  have  difficulty 
in  completing  its  review  of  all 


Federal  Register  /  Vol.  57,  No.  40  /  Friday,  February  28,  1992  /  Rules '  and  Regulations 


7059 


reapplications  during  the  2-year  phase- 
in  period. 

The  agency  anticipates  that  CLIA  user 
fees  will  be  available  to  support 
additional  staff  and  services  needed  to 
develop  and  implement  an  expanded 
510(k)  process.  However,  there  are 
practical  limits  on  the  number  of 
additional  technical  staff  that  can  be 
hired  and  trained  within  a  short  period 
of  time,  particularly  when  the  need  for 
these  staff  is  temporary.  In  any  case, 
subject  to  user  fee  generated  resources. 
FDA  management  will  be  monitoring 
submission  activity  very  closely  and 
will  take  all  possible  steps  to  anticipate 
and  meet  the  challenges  presented. 

Comment:  Many  commenters  felt  that 
comprehensive  QC  programs  were  fully 
justified  for  large  laboratories  but  too 
costly  for  small  limited-service 
laboratories  that  perform  only  Level  I 
tests.  Commenters  suggested  that  QC 
requirements  should  commensurate 
with  the  scope  of  testing  performed  and 
compatible  with  the  instruments  and 
methodologies  used  for  testing.  A  few 
commenters  suggested  that  built-in 
computers  in  many  of  today’s 
instruments  would  handle  most  QC 
requirements. 

Response:  We  agree  that  QC 
programs  should  be  commensurate  with 
the  scope  of  testing  preformed.  The 
regulations  have  been  amended  to 
provide  all  testing  facilities  performing 
tests  of  moderate  and  high  complexity  a 
framework  within  which  to  develop  a 
QC  program  that  will  provide  accurate 
and  reliable  patient  test  results.  In 
addition,  an  option  is  provided  for 
laboratories  to  be  in  compliance  with 
these  regulations  by  using  instruments, 
kits  and  test  systems  that  have  been 
cleared  by  the  FDA  as  meeting  the  CLIA 
requirements  for  general  quality  control. 

We  agree  that  many  instruments 
provide  computer  assisted  QC 
monitoring  and  data  processing; 
however,  the  interpretation  of  these 
data,  and  the  decisionmaking  process 
concerning  whether  quality  control 
results  are  acceptable  or  require 
remedial  action,  and  the  final  decision 
regarding  the  release  of  patient  test 
results  are  functions  which  require 
trained  laboratory  personnel. 

We  recognize  that  these  requirements 
will  increase  the  costs  in  some  testing 
facilities  that  have  practiced  little  or  no 
QC  to  date,  but  we  feel  that  these  QC 
requirements  are  essential  to  ensure 
quality  patient  testing.  Therefore,  the 
benefits  associated  with  these 
requirements  outweigh  any  costs 
imposed  and  burden  associated  with 
their  implementation. 

Comment:  Several  commenters  felt 
that  the  extensive  requirements  in 


subpart  K  would  have  a  negative  impact 
on  the  development  of  tests  for  the 
diagnosis  of  uncommon  or  rare  diseases 
and  on  the  development  of  new 
technologies,  methodologies,  and 
equipment.  Many  commenters  identified 
specific  tjpes  of  equipment  or  devices 
that  they  felt  had  sufficient  control 
mechanisms  recommended  by  the 
manufacturer  and  should  not  be  subject 
to  additional  Federal  requirements. 
Several  commenters  felt  that 
manufacturers  should  be  required  to  ^ 
provide  products  which  meet  the 
Federal  QC  requirements.  If  so, 
laboratories  would  only  be  required  to 
comply  with  manufacturers’  instructions 
for  QC. 

Response:  We  appreciate  the 
commenters’  concerns.  The 
requirements  in  subpart  K  were 
established  to  provide  a  basic 
framework  within  which  all  testing 
facilities  can  develop  policies  and 
protocols  which  will  assure  accurate 
and  reliable  test  results.  As  previously 
described,  we  have  amended  the 
requirements  to  permit  greater  flexibility 
by  allowing  laboratories  performing 
tests  of  moderate  complexity,  for  a  two 
year  period  after  the  effective  date  of 
the  regulation,  to  be  in  compliance  with 
the  QC  provisions  of  this  subpart  by 
meeting  m.inimal  QC  requirements  and 
following  manufacturers’  instructions,  as 
long  as  the  laboratory  has  not  modified 
the  instrument,  kit  or  test  system’s 
procedure.  During  this  two  year  period, 
the  FDA  will  implement  a  thorough 
review  and  clearance  process  for 
manufactiirers’  products  to  assure  that 
QC  claims  and  instructions  conform  to 
these  regulations  before  products  are 
marketed.  If  existing  manufacturer's 
claims  for  products  presently  on  the 
market  do  not  conform  to  these 
regulations,  manufacturers  may  choose 
to  collect  and  submit,  to  FDA  for  review 
and  acceptance,  quality  control  data  to 
support  claims  presented  in  their 
instructions.  After  the  manufacturer’s 
QC  claims  and  instructions  have  been 
cleared  by  the  FDA,  a  laboratory  may 
meet  the  QC  requirements  by  following 
the  manufacturer’s  product  instructions. 
With  these  changes,  we  feel  that  the 
regulations  will  not  impede  the 
development  of  new  technologies.  If. 
however,  a  future  technological 
advancement  would  warrant  existing 
quality  control  requirements  to  be 
revised  or  amended,  the  Clinical 
Laboratory  Improvement  Advisory 
Committee  (CLIAC)  would  be  requested 
to  undertake  such  a  review.  The  request 
for  review  of  new  technology  may  be 
sent  to  HHS  by  an  organization,  a 
manufacturer  or  an  individual.  The 


CLIAC  and  its  functions  are  described  in 
subpart  T. 

CLIA  is  specifically  applicable  to 
laboratories,  not  manufacturers. 
Manufacturers  may  recommend  QC 
practices,  but  the  laboratory  is 
responsible  for  their  performance, 
documentation,  and  QC  data 
interpretation. 

Comment:  Several  commenters 
requested  that  Home  Health  Agencies 
and  Ambulatory  Surgical  Centers  not  be 
subject  to  this  subpart. 

Response:  If  a  Home  Health  Agency 
or  an  Ambulatory  Surgical  Center 
performs  “*  *  *  examinations  of 
materials  derived  from  the  human  body 
for  the  purpose  of  providing  information 
for  the  diagnosis,  prevention,  or 
treatment  of  any  disease  *  *  *"  as 
stated  in  section  353(a}  of  the  Statute, 
that  agency  or  center  is  defined  by  law 
as  a  laboratory.  Unless  these  facilities 
perform  only  waived  tests,  they  would 
be  subject  to  the  applicable  quality 
control  requirements  in  this  subpart. 

Comment:  Several  commenters  felt 
that  the  QC  standards  of  organizations 
such  as  the  College  of  American 
Pathologists  (CAP),  the  Commission  on 
Office  Laboratory  Accreditation 
(COLA),  the  American  Association  of 
Family  Practitioners  (AAFP),  and  the 
American  Society  of  Internal  Medicine 
(ASIM)  should  be  acceptable 
alternatives  to  Federal  requirements. 

Response:  Section  353(e)  of  the  statute 
allows  for  the  deeming  of  non-profit 
organizations  such  as  CAP,  COLA, 
AAFP,  and  ASIM.  provided  they  apply 
for  HHS  approval  of  their  accreditation 
program  and  have  standards  that  are 
equal  to  or  more  stringent  than  those  of 
the  final  rule.  If  an  organization  is 
recognized  as  an  approved  accreditation 
program,  its  QC  standards  would  be 
deemed  to  be  equivalent  to  or  more 
stringent  than  the  quality  control 
standards  described  in  this  rule. 

In  a  separate  rule,  we  are  establishing 
the  criteria  for  approval  of  accreditation 
bodies  and  State  programs  that  have 
standards  equivalent  to  or  more 
stringent  than  the  final  regulations. 

Comment:  Several  commenters  were 
concerned  about  public  access  to  the 
interpretive  guidelines  published  in 
Appendix  C  of  the  HCFA  State 
Operations  Manual. 

Response:  State  Operations  Manual 
publications  are  available  through  the 
National  Technical  Information  Service 
(NTIS),  5285  Port  Royal  Road, 
Springfield,  VA  22161.  The  phone 
number  is  1-800-336-4700. 


7060 


Federal  Register  /  Vol.  57,  No.  40  /  Friday,  February  28,  1992  /  Rules  and  Regulations 


Section  493. 1203  Standard;  Facilities 
(This  Section  Has  Been  Redesignated  as 
§493.1204) 

Comment:  Several  commenters 
recommended  that  safety  requirements 
be  added  to  this  section. 

Response:  We  agree  with  the 
commenters  that  safety  is  an  important 
factor,  and  have  added  §  493.1204[b), 
which  states,  “Safety  precautions  must 
be  established,  posted,  and  obser\'ed  to 
ensure  protection  from  physical  hazards 
and  biohazardous  materials." 

Comment;  Several  commenters 
considered  the  term  "adequate 
ventilation"  to  be  too  vague.  The 
commenters  indicated  that  the  costs 
associated  with  adding  a  ventilation 
system  would  be  prohibitive,  and 
suggested  that  this  requirement  not 
apply  to  laboratories  doing  simple 
bacteriology. 

Response:  While  we  agree  with  the 
commenters  that  the  term  “adequate 
ventilation"  is  vague,  laboratories 
should  defer  to  applicable  Federal,  State 
and  local  laws  regarding  ventilation  to 
determine  what  is  "adequate"  for  their 
facility.  The  regulation  has  been 
reworded  to  provide  a  framework  that 
will  allow  the  laboratory  to  determine 
what  requirements  are  necessary  to 
ensure  proper  performance  and  accurate 
reporting  of  tests.  We  do  not  agree  that 
laboratories  performing  simple 
bacteriology  testing  should  be  exempt 
from  this  requirement,  since  laboratories 
performing  any  test  procedure  that  may 
adversely  affect  the  health  of  laboratory 
personnel  must  employ  appropriate 
safeguards.  We  have  added 
§  493.1204(b],  which  requires  the 
laboratory  to  establish,  post,  and 
observe  safety  precautions  to  ensure 
protection  from  physical  hazards  and 
biohazardous  materials. 

Comment:  A  few  commenters  noted 
that  the  preamble  contained  language 
which  would  require  all  air  exhausted 
from  areas  where  infectious  materials 
are  handled  to  be  “appropriately  filtered 
before  discharge  into  the  atmosphere." 
They  expressed  concern  about  the 
expense  involved  and  the  types  of 
materials  which  would  be  considered 
infectious. 

Response:  A  laboratory  should  defer 
to  Federal,  State  and  local  laws, 
including  those  regulations  provided  by 
OSHA  and  EPA,  concerning  the 
requirements  for  the  discharge  of 
infectious  materials  into  the  atmosphere. 
Laboratories  must  establish,  post,  and 
observe  safety  precautions  to  ensure 
protection  from  physical  hazards  and 
biohazardous  materials.  In  laboratories 
where  hazardous  specimens  are  handled 
and  processed,  such  as  cultures  for 


tuberculosis  and  systemic  mycoses,  we 
would  expect  these  activities  to  be 
performed  in  a  properly  maintained 
biological  safety  hood. 

Comment:  Many  commenters  felt  that 
the  phrase  to  “ensure  an  adequate, 
stable  electrical  source"  is  too  vague 
and  compliance  with  such  a  requirement 
would  be  costly.  It  was  suggested  that  it 
would  be  more  appropriate  to  require 
preventive  measures  such  as  voltage 
regulators,  surge  suppressors,  and 
uniterruptable  power  supplies. 

Response:  We  agree  with  the 
commenters  that  the  proposed  language 
was  not  well  deHned.  Our  intent  is  to 
detect  circumstances  when  proper  test 
performance  or  accurate  reporting  of 
test  results  are  adversely  affected.  The 
laboratory  must  then  identify  and 
document  remedial  actions  taken  to 
correct  the  problems.  The  facility  would 
determine  the  mechanisms  needed  to 
achieve  the  desired  outcome  of  proper 
performance  and  reporting  of  results. 
This  requirement  has  been  rewritten  and 
now  appears  §  493.1205(c](2]. 

Comment:  Several  commenters 
suggested  that  the  electrical  sources  of 
existing  facilities  by  “grandfathered." 
Other  commenters  requested  that 
manufacturers  of  laboratory  equipment 
not  be  held  responsible  for  electrical 
power  conditions,  associated  problems, 
and  their  resolution. 

Response:  We  disagree  with  the 
commenters.  If  electrical  sources  were 
always  constant  and  never  changed, 
“grandfathering"  of  existing  testing 
facilities  might  be  a  viable 
recommendation.  Unfortunately,  neither 
the  source  nor  its  use  is  predictable,  and 
either  could  adversely  impact  testing. 

We  agree  it  would  be  impractical  to 
hold  manufacturers  of  equipment 
responsible  for  areas  beyond  their 
control.  Manufacturers  may  and  usually 
do  recommend  to  equipment  purchasers 
the  necessary  power  requirements 
needed  for  optimum  instrument 
performance:  however,  electrical  power 
usage  and  stabilizing  power  problems, 
such  as  fluctuations,  are  the 
responsibility  of  the  equipment  user 
when  such  conditions  impact  adversely 
on  patient  testing. 

Section  493.1205  Standard:  Adequacy 
of  Methods  and  Equipment  (Now 
Renamed  Standard;  Test  Methods, 
Equipment,  Instrumentation,  Reagents, 
Materials,  and  Supplies) 

Comment:  Several  commenters 
believed  that  HCFA  should  be  required 
to  register  and  regulate  all  equipment. 

Response:  The  Act  does  require  each 
laboratory  to  designate  the  methods  and 
procedures  it  uses  for  testing.  The  Act 
requires  standards  for  laboratories  using 


equipment,  instruments  or  systems  for 
testing  human  specimens  to  assure  that 
they  are  functioning  appropriately  to 
provide  accurate  and  reliable  test 
results.  FDA  is  responsible  for  regulating 
all  of  the  equipment  described  in  this 
standard. 

Comment:  Several  commenters 
suggested  adding  linearity  testing  to 
parts  (b)  and  (c)  of  this  section. 

Response:  We  disagree  with  the 
commenters.  The  subject  of  linearity  has 
been  addressed  under  §  493.1213, 
Establishment  and  verification  of 
method  performance  specifications. 
Laboratories  that  are  required  to  verify 
or  establish  their  reportable  range  for 
patient  test  result  could  perform  a 
linearity  determination  for  new  testing 
procedures.  In  addition,  the  calibration 
verification  procedure  described  in 
§  493.1217,  Calibration  and  calibration 
verification  procedures,  requires  that  the 
laboratory  verify  the  reportable  range 
for  patient  test  results  a  minimum  of 
once  every  six  months.  This  does  not 
preclude  the  laboratory  from  performing 
additional  linearity  checks  to  verify  the 
reportable  range  for  methods  in  use. 

Comment:  A  few  commenters  stated 
that  it  is  impossible  to  perform  tests  in  a 
manner  that  ensures  “freedom  from 
interference"  as  stated  in  §  493.1205(c). 

Response:  We  agree  with  the 
commenters  and  have  deleted  the 
requirement.  However,  as  part  of  the 
establishment  or  verification  of  the 
method  performance  specifications, 
under  §  493.1213(b)(2),  for  methods 
developed  in-house,  a  modification  of 
the  manufacturer’s  test  procedure,  or  a 
method  that  has  not  been  cleared  by  the 
FDA  as  meeting  the  CLIA  requirements 
for  general  QC,  we  expect  a  laboratory 
to  identify  specific  interfering 
substances  and  include  these 
substances  in  the  procedure  manual  as  a 
limitation  in  methodology  as  directed 
under  §  493.1211(b)(9), 

Section  493.1207  Standard: 
Temperature  and  Humidity  Monitoring 
(The  Contents  of  This  Section  Have 
Been  Incorporated  in  Section  493.1205, 
Standard;  Test  Methods,  Equipment, 
Instrumentation,  Reagents,  Materials 
and  Supplies  Under  Paragraph  (c)) 

Comment:  Many  commenters  believed 
that  it  was  not  necessary  to  monitor 
humidity  and  requested  that  the 
requirement  be  deleted.  Others  asked 
how  humidity  should  be  monitored  and 
with  what  frequency.  Others  asked  for 
definitions  of  “acceptable  ranges”  for 
temperature  and  humidity. 

Response:  We  have  revised  the 
requirements  at  §  493.1205(c)  to  state 
that  the  laboratory  must,  when 
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applicable,  define  criteria  for  humidity 
only  as  it  applies  to  proper  test 
performance  and  storage  of  reagents 
and  specimens  and  document  corrective 
actions  taken  when  there  is  a  failure  to 
meet  the  acceptability  criteria.  The 
laboratory  location,  test  method, 
instrumentation,  procedure,  and  reagent 
storage  requirements  will  determine  the 
necessity  for  establishing  an  acceptable 
range  and  monitoring  and  modifying 
humidity,  as  necessary.  The  method 
used  for  measurement  of  humidity, 
where  applicable,  is  the  responsibility  of 
the  laboratory. 

Comment:  Several  commenters 
expressed  concern  about  controlling 
climatic  conditions  of  transported 
specimens,  specifically  the  integrity  of 
specimens  that  are  placed  in  containers 
for  specimen  pickup  prior  to 
transporting  the  specimens  to  a 
reference  laboratory  for  testing. 

Response:  We  share  the  commenters’ 
concern  about  specimen  integrity  during 
storage  prior  to  transport.  We  would 
expect  a  laboratory  to  establish  policies 
and  procedures  for  specimen  transport, 
storage,  and  evaluation  of  specimen 
acceptability  for  testing  and  monitor  the 
acceptable  operation  of  this  system  as 
required  in  Subpart  J,  Patient  Test 
Management  and  Subpart  P,  Quality 
Assurance. 

Comment:  Numerous  commenters 
expressed  concerns  about  possible 
increased  matrix  effect  upon  proficiency 
testing  samples  and  proper  control 
material  reconstitution  if  improper 
diluent  was  used  by  the  laboratory. 

Response:  We  have  included 
requirements  at  §  493.1205(c)  which 
requires  the  laboratory  to  define  the 
criteria  for  those  conditions  which  are 
essential  for  proper  storage  of  reagents 
and  specimens,  and  accurate  and 
reliable  test  system  operation  and  test 
result  reporting.  Water  quality  is  a 
condition  that  may  affect  test 
performance.  The  presence  of  possible 
contaminants  in  impure  water,  such  as 
tap  water,  may  compromise  the  integrity 
of  a  proficiency  testing  sample  or 
control  sample  and  procedure 
interference  sufficient  to  cause 
inaccurate  results. 

Section  493.1209  Standard;  Labeling  of 
Testing  Supplies  (The  Contents  of  This 
Section  Also  Have  Been  Incorporated  in 
§  493.1205  Under  Paragraphs  (d)  and  (e)) 

Comment:  Many  commenters  believed 
that  the  regulations  should  allow 
laboratories  to  use  certain  rare  and 
expensive  antigens,  antibodies,  stains, 
and  other  materials  beyond  their 
expiration  dates  as  long  as  the 
performance  of  these  materials  is 
closely  monitored.  One  commenter 


asked  for  a  list  of  products  exempted 
from  the  dating  requirements  by  the 
FDA. 

Response:  While  we  understand  the 
concerns  expressed  by  the  commenters 
regarding  the  use  of  rare  and  expensive 
material  beyond  their  expiration  dates, 
these  dates  have  been  established  to 
assure  that  materials  will  perform 
properly  when  used  for  patient  testing. 
For  licensed  biological  products,  product 
dating  requirements  specified  in  FDA 
regulations  at  21  CFR  610.53  and  at  21 
CFR  809.10  for  all  other  in-vitro 
diagnostics  must  be  met.  Any 
exceptions  to  these  product  dating 
requirements  for  licensed  biological 
products  must  be  approved  by  FDA  in 
accordance  with  21  CFR  610.53(d}.  No 
exceptions  are  approved  for  other 
products.  FDA  does  not  publish  a  list  of 
exempted  products. 

Comment:  A  few  commenters  noted 
that  HCFA  does  not  recognize  that 
calibrator  and  control  sera  are  often 
packaged  in  containers  too  small  to 
enable  the  manufacturer  or  user  to  fully 
label  the  container,  whereas  FDA 
provides  an  exemption  for  small 
containers. 

Response:  Laboratories  may  choose  to 
store  small  containers  in  larger 
containers  that  are  suitable  for  proper 
labeling  or  develop  another  method  or 
system  that  would  ensure  that  materials 
are  properly  identified  and  labeled. 

Comment:  Several  commenters 
considered  the  requirement  prohibiting 
the  interchange  of  kit  components  to  be 
“too  rigid”  and  suggested  only  applying 
this  rule  to  those  “critical”  components 
of  a  kit  when  interchanging  these 
components  might  not  produce 
acceptable  and  reliable  results. 

Response:  The  performance 
specifications  of  a  particular  kit  are 
established  by  the  manufacturer  based 
on  the  reactivity  of  the  reagents  in  the 
kit  to  provide  the  most  accurate  and 
reliable  test  results.  Alterations,  such  as 
substituting  components  of  other  lot 
numbers,  may  adversely  affect  the  test 
results.  The  testing  facility  must  follow 
the  manufacturer’s  recommendations  for 
using  the  kit  components  unless  the 
laboratory  chooses  to  establish  (not 
verify)  the  performance  specifications 
for  the  modified  kit  as  described  in 
§  493.1213(b)(2).  Therefore,  no  changes 
were  made  in  the  regulation  as 
proposed. 

Section  493.1211  Standard;  Procedure 
Manual 

Comment:  A  few  commenters 
requested  that  procedure  manuals  for 
small  laboratories  be  developed  by 
DHHS,  several  suggested  using  package 
inserts,  and  many  commenters  wanted 
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the  National  Committee  for  Clinical 
Laboratory  Standards  (NCCLS) 
identiHed  as  a  reference  for  developing 
procedure  manuals.  A  few  commenters 
recommended  that  textbooks  and 
literature  references  or  product 
materials  supplied  by  manufacturers  not 
be  accepted  in  lieu  of  a  procedure 
manual. 

Response;  A  procedure  manual  is  the 
testing  facility’s  written  instructions  and 
descriptions  related  to  its  own  unique 
operation.  The  regulations  provide  a 
framework  for  which  each  laboratory 
may  tailor  its  manual,  where  applicable. 
Manufacturer's  package  inserts  or 
operator  manuals  are  acceptable  for  use 
by  the  facility  in  place  of  separate, 
rewritten  step-by-step  instructions  for 
test  performance  provided  they  meet  the 
requirements  of  the  regulation. 
Specifically,  manufacturer’s  package 
inserts  or  operator  manuals  may  be 
used,  when  applicable,  to  meet  the 
requirements  of  §  493.1211  (b)(1)  through 
(b)(13).  However,  any  of  the  items  under 
paragraphs  (b)(1)  through  (b)(13)  not 
provided  by  the  manufacturer  must  be 
provided  by  the  laboratory.  We  believe 
that  laboratory  directors  will  have  to 
spend  only  a  minimum  of  time  writing 
procedure  manuals  and,  as  a  result,  the 
regulatory  impact  analysis  estimates 
only  a  small  cost  for  this  provision. 

Laboratories  may  use  a  number  of 
reference  resources  when  establishing  a 
procedure  manual,  including  the  NCCLS 
publication. 

Comment:  A  few  commenters 
believed  that  a  procedure  for  referring 
specimens  to  another  laboratory  should 
be  included  in  the  procedure  manual. 

Response:  We  agree  with  the 
commenters  and  have  added  this 
requirement  at  §  493.1211(b)(16). 

Comment:  Several  commenters  noted 
that  the  requirements  for  the  procedure 
manual  did  not  include  step-by-step 
instructions  for  performing 
examinations. 

Response:  We  agree  with  the 
commenters  and  have  added  these 
requirements  at  §  493.1211(b)(3). 

Comment:  One  commenter  noted  the 
term  “Quality  Control”  under  Procedure 
Manual  was  too  general  and  needed  to 
be  clarified  by  adding  requirements  for 
identification,  number,  and  frequency  of 
control  specimens. 

Response:  We  agree  with  the 
commenter  and  have  revised  the  title  of 
subparagraph  493.1211(b)(7)  to  “Control 
procedures”  which  will  allow  the  testing 
facility  to  develop  policies  and 
procedures  identifying  the  type  and 
number  of  controls,  the  frequency  of  use, 
etc.  and  any  other  pertinent  directions. 


7062 


Federal  Regt^er  /'Vol.  57,  No.  40  /  Friday,  February  28.  1992  /  Rules  and  Regulations 


Comment:  A  few  commenters  noted 
that  Subpart  M,  Quality  Assurance, 
adequately  addressed  quality  assurance 
policies  and  it  is  redundant  to  require 
that  quality  assurance  instructions  be  in 
the  procedure  manual. 

Response:  We  agree  with  the 
commenters.  We  have  removed  the 
requirement  for  quality  assurance 
protocols  to  be  included  in  the 
laboratory's  procedure  manual. 

Comment  Several  commenters  noted 
that  in  §  493.1211(b)  it  would  not  be 
possible  for  the  current  director  to 
“initially  approve"  a  procedure  if  that 
person  was  not  director  at  the  time  the 
procedure  was  instituted.  Another 
commenter  suggested  deleting  the  term 
“initially." 

Response:  We  agree  with  the 
commenters.  Since  all  procedures  must 
be  approved  by  the  laboratory  director, 
we  have  deleted  the  term  “initially” 
from  the  section  that  is  now  at 
§  493.1211(d).  In  addition,  we  have 
added  §  493.1211(e)  which  requires  that 
procedures  be  re-approved,  signed  and 
dated  if  the  directorship  of  the 
laboratory  changes. 

Comment  Many  commenters 
suggested  changing  §  493.1211  (b)  and 
(c)  to  allow  laboratory  personnel 
qualified  in  the  particular  specialty  or 
subspecialty  to  approve,  sign,  and  date 
procedure  manual  changes. 

Response:  We  disagree  with  the 
commenters.  The  laboratory  director  is 
ultimately  responsible  for  the  overall 
management  of  the  testing  facility  and 
“*  *  *  must  assure  that  tests, 
examinations  and  procedures  are 
properly  performed,  recorded  and 
reported  *  *  In  addition,  in 
laboratories  that  perform  no  high 
complexity  testing,  only  a  director  and 
an  analyst  may  be  employed.  Therefore, 
we  are  retaining  the  requirements,  now 
at  §  493.1211  (d),  (e)  and  (f)  for 
documentation  of  the  director’s  approval 
of  the  procedure  and  reapproval  of  each 
change  in  a  procedure. 

Comment  Several  commenters 
requested  adding  “reviewed  annually  by 
the  director"  to  §  493.1211(c). 

Response:  We  disagree  with  the 
commenters  and  therefore,  have  not 
included  a  requirement  for  an  annual 
review  of  the  procedure  manual.  The 
requirements  at  §  493.1211  (d),  (e)  and 
(f),  which  require  approval  of  the 
procedure  manual  by  the  director  and 
re-approval  when  changes  occur  in 
procedures,  accomplishes  the  same 
function  without  requiring  the  repetitive 
annual  reviews. 

Comment  A  few  commenters 
suggested  that  §  493.1211(d)  be  changed 
to  require  laboratories  to  retain  copies 


of  discontinued  procedures  for  five 
years  rather  than  for  two  years. 

Response:  We  have  retained  the 
requirement,  which  is  now  addressed  in 
§  493.1211(g),  for  a  laboratory  to  retain 
records  for  two  years  as  a  minimum 
requirement.  Laboratories  may  choose 
to  retain  records  for  longer  periods  of 
time.  Under  State  law  a  laboratory  may 
be  required  to  maintain  records  for  a 
longer  period  than  the  Federal 
regulations  stipulate. 

Section  493.1213  Standard:  Equipment 
Maintenance  and  Function  Checks 

Note:  This  section  has  been  moved  to 
§  493.1215,  Standard;  Validation  of  methods. 

Comment  Many  commenters 
supported  following  manufacturers' 
preventive  maintenance  instructions 
and  one  suggested  using  this 
requirement  as  a  “model”  throughout 
the  regulation.  A  few  commenters 
requested  that  laboratories  be  allowed 
to  deviate  from  manufacturers' 
suggested  maintenance  schedules. 
Several  commenters  recommended 
simplifying  §  493.1213(a)  to  read:  “The 
laboratory  must  document  the  existence 
of  and  adherence  to  a  preventive 
maintenance  program.”  A  few 
commenters  requested  that  laboratories 
be  allowed  to  omit  some  maintenance 
requirements  providing  they  could 
document  that  they  served  no  useful 
function. 

Response:  We  agree  with  the 
commenters  who  suggested  using  the 
manufacturer's  instructions  as  a 
“model"  for  the  testing  facility's 
equipment  maintenance  policy.  We  have 
modified  the  regulations  now  at 
§  493.1215(a)  to  clarify  this  point. 
Laboratories  using  manufacturers' 
equipment,  instruments,  or  test  systems 
cleared  by  the  FDA  as  meeting  the  CLIA 
requirements  for  general  QC  must 
perform  maintenance  as  defined  by  the 
manufacturer.  We  disagree  with  the 
commenters  who  suggested  omitting 
“unnecessary"  maintenance 
requirements  and  have  retained  the 
requirement  for  following  the 
maintenance  instructions  with  at  least 
the  frequency  suggested  by  the 
manufacturer  to  avoid  inaccurate  and 
unreliable  test  performance  and  result 
reporting  as  a  consequence  of  improper 
equipment  maintenance. 

Comment  Many  commenters  objected 
to  the  requirement  for  performance 
checks  on  certain  pieces  of  equipment. 
Some  were  confused  about  the  terms 
“function  checks.”  “rechecking,” 
“calibrating,”  and  “recalibrating.” 

Response:  The  terms  “function 
checks”,  “rechecking”,  “calibrating." 
and  “recalibrating”  are  the  terms  most 


often  used  by  manufacturers  when 
describing  the  activities  needed  to  be 
performed,  prior  to  patient  testing,  to 
assure  accurate  and  reliable  test  results. 
Function  checks  are  activities  performed 
regularly  to  ensure  that  an  instrument, 
device,  or  test  system  is  performing 
properly.  These  activities  are  usually 
described  by  the  manufacturer  and  may 
include  such  things  as  evaluating 
electrical  levels,  optical  alignment, 
background  counts,  etc.  Function  checks 
must  be  performed  as  stated  in 
§  493.1215(b)  to  assure  proper 
equipment,  instrument  and  test  system 
performance  and  accurate  and  reliable 
test  results.  Calibration  is  the  process  of 
testing  and  adjusting  an  instrument,  kit, 
or  test  system  to  provide  a  known 
relationship  between  the  measurement 
response  and  the  value  of  the  substance 
that  is  being  measured  by  the  test 
procedure.  Recalibration  is  the  repeat 
performance  of  the  calibration 
procedure  after  a  certain  time  period  or 
when  an  event  has  occurred  which  may 
have  caused  a  shift  in  test  values. 
Rechecking  may  involve  using  another 
group  of  samples  of  known 
concentration  or  activity  to  verify  that 
the  procedure  is  operating  properly. 

Comment  Several  commenters 
suggested  requiring  function  checks  less 
frequently  than  each  day  of  use  if 
"specified  by  the  manufacturer.” 

Response:  If  the  laboratory  uses 
equipment,  instruments,  or  test  systems 
cleared  by  the  FDA  as  meeting  the  CLIA 
requirements  for  general  QC,  the 
laboratory  must  adhere  to  the 
manufacturer’s  specifications  to  assure 
that  the  equipment,  instrument  or  test 
system  is  performing  at  the  optimum 
levels.  If  the  manufacturer’s  instructions 
state  that  function  checks  may  be 
performed  at  less  than  daily  frequency, 
the  laboratory  may  follow  that  schedule. 

Comment:  One  commenter  requested 
deleting  the  requirement  at 
§  493.1213(b)(1),  which  requires 
rechecking,  calibrating,  or  recalibrating 
each  day  of  use  because  they  were 
included  in  §  493.1217,  Standard; 
Frequency  of  quality  control.  Other 
commenters  suggested  deleting 
§  493.1213(b)(1)  if  function  checks  are 
performed. 

Response:  We  agree  with  the 
commenters.  We  have  revised  §  493.1215 
to  describe  a  laboratory’s  responsibility 
to  perform  equipment  maintenance  and 
function  checks  and  §  493.1217  was 
revised  to  describe  a  laboratory’s 
responsibility  for  calibration  and 
calibration  verification. 


Federal  Register  /  Vol.  57,  No.  40  /  Friday,  February  28,  1992  ’/  Rules  and  Regulations 


7063 


Section  493.1215  Standard;  Validation 
of  Methods  (Redesignated  as  Section 
493.1213  and  Renamed  Establishment 
and  Verification  of  Method  Performance 
Specifications) 

Comment:  Numerous  commenters 
agreed  that  validation  of  methods  was 
important,  but  recommended  that  the 
validation  performed  by  the 
manufacturer  or  other  authoritative 
sources  should  be  accepted  in  lieu  of  a 
validation  performed  by  each  laboratory 
for  every  method.  Many  commenters 
believed  that  validation  of  a  method 
would  not  be  necessary  if  a  laboratory 
followed  the  manufacturer’s  instructions 
and  had  not  altered  the  method,  but  the 
commenters  agreed  that  laboratories 
should  validate  methods  that  had  been 
altered  or  developed  “in-house.” 
Commenters  stated  that  in-house 
laboratory  validation  was  expensive, 
not  feasible  for  all  laboratories, 
unnecessary,  and  too  complicated  for 
many  laboratories  to  perform.  A  few 
commenters  stated  that  laboratories 
should  be  allowed  to  use  manufacturers’ 
validation  studies  if  the  laboratory 
follows  the  manufacturer’s  calibration 
scheme  and  instrument  maintenance 
schedule,  particularly  if  the 
manufacturer  provides  evidence  of 
following  the  NCCLS  protocols  for 
linearity,  precision,  accuracy,  and 
interference  claims.  These  commenters 
suggested  that  manufacturers  be 
encouraged  to  follow  the  NCCLS 
validation  protocols.  Several 
commenters  recommended  deleting  all 
validation  requirements  while  others 
proposed  maintaining  only  parts  of  the 
requirements.  Many  commenters 
suggested  this  requirement  be  changed 
to  read  “evidence  of  validation.” 

Response:  We  agree  with  the 
commenters  who  stated  that  testing 
facilities  should  be  allowed  to  use 
manufacturers’  established  validation 
studies  for  methods  used  strictly 
according  to  the  manufacturer’s 
specifications.  Laboratories  introducing 
a  new  procedure  for  patient  testing 
using  an  instrument,  kit,  or  test  system 
cleared  by  the  FDA  as  meeting  the  CLIA 
requirements  for  general  QC  must 
demonstrate,  prior  to  patient  testing, 
that  it  can  obtain  performance 
specifications  for  accuracy,  precision, 
and  reportable  range  of  patient  test 
results  comparable  to  those  established 
by  the  manufacturer.  The  laboratory 
must  also  verify  that  the  manufacturer’s 
reference  range  is  appropriate  for  the 
laboratory’s  patient  population. 

Laboratories  that  use  in-house 
methods,  a  modification  of  the 
manufacturer’s  test  procedure,  or  an 
instrument,  kit  or  test  system  that  has 


not  been  cleared  by  the  FDA  as  meeting 
the  CLIA  requirements  for  general  QC, 
must  verify  or  establish  the  performance 
specifications  for  the  applicable 
performance  characteristics  such  as: 
Accuracy;  precision;  analytical 
sensitivity;  analytical  specificity  to 
include  interfering  substances; 
reportable  range  of  patient  test  results; 
reference  range;  and  any  other 
performance  characteristic  required  for 
test  performance.  This  requirement  is 
not  retroactive  for  testing  facilities  not 
previously  subject  to  the  regulations  or 
test  procedures  in  use  prior  to  the 
effective  date  of  the  regulations. 

Comment:  Several  commenters 
questioned  the  acceptability  of 
validations  performed  by  parent 
laboratories  for  their  satellite 
laboratories.  Some  of  these  commenters 
suggested  that  the  validation  studies 
conducted  by  a  parent  laboratory  not  be 
accepted  for  satellite  locations.  Others 
suggested  that  all  satellite  laboratories 
perform  at  least  a  minimum  verification 
of  a  parent  facility’s  validation. 

Response:  As  previously  described, 
each  laboratory  must  verify  the 
performance  specifications  of  each  test 
method  before  patient  test  results  can  be 
reported.  If  the  satellite  laboratory  uses 
the  same  method,  equipment,  and 
reagents,  and  the  performance 
specifications  have  already  been 
verified  by  the  parent  laboratory,  the 
satellite  laboratory  may  use  this 
verification  in  lieu  of  its  own,  but  should 
confirm  that  equivalent  data  is  being 
produced  which  can  be  accomplished 
through  performing  tests  using  common 
control  materials  or  patient  specimens. 

If  the  satellite  laboratory  serves  a 
different  patient  population,  it  must 
confirm  that  the  parent  laboratory’s 
verification  or  establishment  of  the 
reference  range  is  valid  for  the  satellite 
laboratory.  In  addition,  in  situations 
where  a  patient  may  have  the  same  test 
performed  by  both  the  parent  laboratory 
and  satellite  laboratory  the 
comparability  of  the  test  values  must  be 
defined  as  required  at  §  493.1709, 
Standard;  Comparison  of  test  results. 

Comment:  Numerous  commenters 
were  unclear  about  what  was  expected 
of  a  laboratory  under  the  method 
validation  requirements.  One 
commenter  was  pleased  to  see  a  change 
in  the  regulation  from  “linear  reportable 
range”  to  “reportable  range.” 
Commenters  requested  clarification  of 
validation  requirements  for  the 
following:  Applicability  to  microbiology 
procedures;  determination  of  the  linear 
reportable  range;  whether  clinical  trials 
are  required;  and  the  applicability  of 
validation  to  a  small  limited-service 


laboratory  that  might  be  unable  to 
collect  data  to  verify  performance 
characteristics.  In  addition,  commenters 
inquired  whether  validation  records 
should  include  lot  numbers  of  reagents 
and  dates  of  testing  and  asked  for 
specific  guidance  to  ensure  that 
inspectors  uniformly  interpret  the 
validation  requirements. 

Response:  In  order  to  meet  the 
requirements  for  establishment  and 
verification  of  method  performance 
specifications,  a  testing  facility  must 
have  documentation  of  its  claims  for 
each  method  used.  If  the  instrument,  kit, 
or  test  system  has  been  cleared  by  the 
FDA  as  meeting  the  CLIA  requirements 
for  general  QC  and  is  used  by  the  testing 
facility  in  accordance  with  the 
manufacturer’s  instructions,  the  testing 
facility  must  demonstrate  it  can  obtain 
results  comparable  to  those  obtained  by 
the  manufacturer  for  accuracy, 
precision,  and  reportable  range  of 
patient  test  results.  In  addition,  the 
laboratory  must  verify  that  the 
manufacturer’s  reference  range  is 
appropriate  for  the  laboratory’s  patient 
population.  In  most  cases,  clinical  trials 
are  not  required  to  validate  the 
performance  characteristics  of  a  test 
method.  However,  if  the  laboratory 
establishes  an  in-house  method,  alters  a 
manufacturer’s  described  test 
methodology,  or  uses  an  instrument,  kit 
or  test  system  not  cleared  by  the  FDA  as 
meeting  the  CLIA  requirements  for 
general  QC,  verification  or 
establishment  of  the  performance 
specification  must  be  performed  and 
documented  as  previously  described. 

A  laboratory’s  verification  or 
establishment  of  microbiology 
procedures’  performance  specifications 
is  expected  to  demonstrate  the  ability  to 
isolate  and  identify  the  organisms  that 
the  laboratory  claims  to  be  capable  of 
isolating  and  identifying. 

To  document  method  verification 
activities  performed  by  the  laboratory, 
records  of  dates  of  testing  and  of  the 
reagents  employed  must  be  maintained. 
Lot  numbers  of  reagents  need  not  be 
recorded  when  performing  method 
verification,  but  are  required  when  lot 
numbers  of  reagents  are  changed  during 
routine  use  of  the  procedure. 

Comment:  Several  commenters 
suggested  that  §  493.1215(d]  be  deleted, 
specifically  the  requirement  for 
laboratories  to  determine  the  sensitivity 
and  specificity  of  a  method,  because  it 
was  considered  too  time  consuming  and 
not  possible  for  a  laboratory  to  routinely 
and  consistently  establish  these 
parameters  for  all  tests  and  disease 
states.  A  few  commenters  suggested 
adding  the  word  “analytical”  before  the 
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words  sensitivity  and  specificity  to 
clarify  that  we  were  not  referring  to 
diagnostic  sensitivity  or  specificity. 

Response:  We  understand  the 
commenters*  concerns  about  the  extent 
to  which  a  testing  facility  must 
determine  and  provide  documentation  of 
precision,  accuracy,  sensitivity  and 
specificity.  While  we  are  retaining  this 
requirement,  we  have  modified  it  as 
previously  explained  in  response  to 
other  commenters*  concerns  about 
method  performance  verification.  We 
have  added  the  word  “analytical” 
before  the  words  sensitivity  and 
specificity. 

Comment:  One  commenter  requested 
clarification  of  the  data  required  at 
§  493.1215(e)  of  the  proposed  rule, 
requiring  the  laboratory  to  maintain 
documentation  verifying  that  test 
systems  perform  according  to  the 
laboratory’s  specifications.  The 
commenter  stated  that  this  was  a 
reasonable  requirement  if  the  data  was 
limited  to  performance  characteristics, 
such  as  bias  and  precision  that  are 
measurable,  and  the  rationale  for 
selecting  reporting  limits. 

Response:  We  agree  in  part  with  the 
commenter.  We  have  changed  the 
requirements,  now  in  §  493.1213,  to 
reflect  that  if  the  testing  facility  utilizes 
an  instrument,  kit,  or  test  system  that 
has  been  cleared  by  the  FDA  as  meeting 
the  CLIA  requirements  for  general 
quality  control  according  to  a 
manufacturer's  specifications,  it  must 
demonstrate  and  document  that  it  can 
obtain  results  comparable  to  the 
manufacturer’s  performance 
specifications  for  accuracy,  precision, 
and  the  reportable  range  of  patient  test 
results,  and  verify  that  the 
manufacturer’s  reference  range  is 
appropriate  for  the  laboratory’s  patient 
population.  However,  if  the  testing 
facility  develops  its  own  in-house 
method,  alters  a  manufacturer’s  method, 
or  utilizes  an  instrument,  kit,  or  test 
system  not  cleared  by  the  FDA  as 
meeting  the  CLIA  requirements  for 
general  QC,  it  must  verify  or  establish, 
and  document  the  method’s  accuracy, 
precision,  reportable  range  of  patient 
test  results,  reference  range,  analytical 
specificity  and  sensitivity  and  other 
performance  specification  required  for 
test  performance.  The  data  collected  by 
the  laboratory  during  the  establishment 
and  verification  of  method  performance 
specifications  process,  must  be 
available  to  the  authorized  person 
ordering  tests  or  receiving  test  results. 

Comment:  Several  commenters  stated 
that  it  is  not  possible  for  each  laboratory 
to  establish  reference  ranges  for  ail 
methods  as  required  under  §  493.1215(f). 
Commenters  recommended  that 


laboratories  be  permitted  to  use 
reference  ranges  published  in  the 
literature  or  established  by  the 
manufacturer  provided  the  laboratory 
has  documentation  of  the  source.  One 
commenter  requested  clarification  of 
this  requirement  to  indicate  how  a 
laboratory  is  to  establish  a  reference 
range.  Other  commenters  noted  the 
nationally  established  reference  range 
for  cholesterol.  A  few  commenters 
indicated  that  this  requirement  would  be 
appropriate  for  procedures  with 
significant  variability  like  coagulation. 

Response:  We  appreciate  the 
commenters’  concerns.  We  have 
modified  the  language  in  the  regulation 
now  at  §  493.1213(b)  to  state  that  testing 
facilities  must  verify  or  establish  their 
reference  ranges  before  reporting 
patient  results.  Verification  of  the 
reference  range  can  be  accomplished  by 
testing  a  random  sample  of  (normal) 
patient  specimens  and  comparing  the 
results  with  the  reference  range 
established  by  the  manufacturer  or 
documented  in  related  literature. 
Laboratories  using  instruments,  kits,  and 
test  systems  that  have  been  cleared  by 
the  FDA  as  meeting  the  CLIA 
requirements  for  general  quality  control 
must  verify  that,  prior  to  patient  testing, 
the  manufacturer’s  reference  range  is 
appropriate  for  the  laboratory’s  patient 
population. 

Section  493. 121 7  Standard:  Frequency 
of  Quality  Control  (Now  Separated  Into 
Two  Sections,  Section  493.1217 
Standard;  Calibration  and  Calibration 
Verification  Procedures,  and  Section 
493.1218  Standard;  Control  Procedures) 

Comment:  Many  commenters  felt  that 
§  493.1217  should  be  revised  to  allow 
laboratories  latitude  in  testing  quality 
control  samples.  The  commenters  felt 
that  the  frequency  of  testing  controls 
should  vary  depending  upon  the  amount 
of  testing  performed  and  the  types  of 
procedures  and  instruments  employed. 
They  were  critical  of  the  prescribed 
frequencies  and  claimed  that  some  of 
these  frequencies  were  excessive, 
contributed  to  higher  costs,  and  did  not 
improve  the  quality  of  patient  testing. 
Many  commenters  recommended  that 
§  493.1217(a)-(f)  be  replaced  with  the 
requirement  that  “laboratories  perform 
calibration,  calibration  verification,  or 
recalibration  of  each  automated  and 
manual  procedure  as  specified  by  the 
manufacturer.”  Several  commenters 
asked  for  clarification  concerning  the 
definition  of  a  run  and  how  often 
controls  and/or  calibrators  would  have 
to  be  tested.  Several  commenters 
suggested  that  laboratories  be  allowed 
to  follow  the  manufacturer’s 
recommendation  regarding  the  number 


of  calibrators  and  controls  per  run  or  be 
allowed  to  use  a  less  stringent  protocol 
if  supported  by  proper  documentation. 
Some  commenters  suggested  more 
frequent  calibration  while  other 
commenters  suggested  less  fi«quent 
calibration. 

Response:  We  appreciate  the  concern 
of  the  commenters  regarding  frequency 
of  calibration  and  control  procedures. 
While  we  have  retained  certain 
minimum  requirements  necessary  to 
alert  analysts  to  unsatisfactory 
analytical  performance,  we  have  made 
some  changes  in  the  regulations.  The 
laboratory  must  perform  the  calibration 
procedure  specified  by  the  manufacturer 
and  with  at  least  the  frequency 
recommended  by  the  manufacturer.  In 
addition,  we  maintained  the  requirement 
for  laboratories  to  verify  calibration 
every  six  months  and  whenever  testing 
conditions  are  altered.  We  are  allowing 
the  testing  facility  to  determine  the 
frequency  of  testing  control  samples 
with  each  run  based  on  its  evaluation  of 
instrument  and  reagent  stability  and 
operator  variance,  although  we  are 
requiring  at  least  two  levels  of  control  to 
be  included  with  each  run  of  patient 
specimens.  We  are  defining  “run”  as  an 
“interval  within  which  the  accuracy  and 
precision  of  a  testing  system  is  expected 
to  be  stable,  but  must  not  exceed  a 
period  of  24  hours  and  must  not  be  less 
frequent  than  the  manufacturer’s 
specifications  of  including  controls  and 
calibration  materials.” 

Comment  While  some  commenters 
favored  calibration  every  six  months, 
many  believed  it  increased  the  cost  of 
testing  without  improving  the  quality  of 
test  results.  Many  commenters  asked  for 
exact  definitions  of  calibration, 
calibration  verification,  and 
recalibration. 

Response:  We  disagree  with  the 
commenters  who  consider  verification 
of  calibration  at  least  every  six  months 
to  be  an  unreasonable  requirement.  We 
have  defined  calibration,  recalibration 
and  calibration  verification  of  a 
procedure  as  follows: 

Calibration — is  the  process  of  testing 
and  adjusting  an  instrument,  kit,  or  test 
system  to  provide  a  known  relationship 
between  the  measurement  response  and 
the  value  of  the  substance  that  is  being 
measured  by  the  test  procedure. 

Recalibration — is  the  repeat 
performance  of  the  calibration 
procedure  after  a  certain  period  of  time 
or  when  an  event  has  occurred  which 
has  caused  a  shift  in  values. 

Calibration  Verification — is  the 
assaying  of  calibration  materials  in  the 
same  manner  as  patient  samples  to 
confirm  that  the  calibration  of  the 
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instrument,  kit  or  test  system  has 
remained  stable  throughout  the 
laboratory's  reportable  range  of  patient 
test  results. 

Comment:  Many  commenters  felt  that 
verifying  calibration  of  different 
shipments  of  reagents  was  unnecessary 
if  the  reagents  were  the  same  lot 
number. 

Response:  We  appreciate  the 
commenters'  concerns.  The  laboratory 
must  perform  calibration  veriOcatitm  of 
each  automated  and  manual  procedure 
when  commercially  prepared  reagents  of 
the  same  lot  number  are  received  in 
different  shipments  to  ensure  that 
reagents  have  not  been  adversely 
affected  during  shipment  and  to  verify 
that  parallel  results  are  obtained  with 
the  new  reagents.  However,  we  have 
modified  the  requirement,  now  at 
§  493.1217(b](2KuKCK^).  to  allow  the 
laboratory  to  waive  this  requirentent  if  it 
can  demonstrate  that  changing  lot 
numbers  does  not  effect  the  range  used 
to  report  patient  test  results,  and  control 
values  are  not  adversely  affected  by 
reagent  lot  number  changes. 

Comment:  Several  commenters  felt 
that  the  phrase  in  §  493.1217(a)(lKiii) 
“Controls  begin  to  reflect  an  unusual 
trend,"  was  not  detined,  difficult  to 
deteimine  ard  should  be  deleted.  A  few 
commenters  agreed  with  this  part  as 
written.  Many  commenters  believed  that 
recalibration  should  not  be  the  first  and 
only  solution  required  when  control 
values  exceed  acceptable  limits  and  a 
few  commenters  suggested  that  the 
laboratory  staff  should  decide  how  to 
troubleshoot  a  problem. 

Response:  We  disagree  with  the 
commenters  w’ho  indicated  that  one 
cannot  identify  when  ’’controls  begin  to 
reflect  an  unusual  trend.”  A  number  of 
QC  "rules,"  have  been  developed  to  help 
detect  and  monitor  trends  in  ^  testing 
and  decision  rules  have  been  developed 
for  situations  which  may  indicate  an 
analytic  problem. 

We  have  modified  the  regulation,  now 
at  §  493.1217(b)(2)tii){C)(3),  to  allow 
testing  facilities  to  correct  unacceptable 
control  values  by  other  means  rather 
than  requiring  calibration  verification  of 
an  instrument,  kit  or  test  system. 

Comment:  A  few  commenters 
suggested  changing  the  term  calibrators 
to  “standards." 

Response:  "The  term  "standard" 
usually  refers  to  a  primary  reference 
material  that  is  of  fixed  or  known 
composition,  which  can  be  used  to 
establish  a  reference  point  for  all 
measurements.  Secondary  reference 
materials  may  also  be  used  to  perform 
calibration  activities.  These  secondary 
materials  are  of  many  types  and 
varieties,  inchtding  calibrators.  In  some 


instances,  where  costs  are  not 
prohibitive,  a  "standard"  may  be 
employed  as  a  calibrator.  For  this 
reason  we  have  decided  to  use  the  term 
“calibration  materials(s)"  instead  of 
calibratorfs)  or  standardfs). 

Comment-  Although  several 
commenters  agreed  with  a  full  range 
calibration  check,  many  commenters  felt 
that  requiring  calibrators  to  cover  the 
entire  range  of  patient  values  was 
excessive  and  unnecessary  for  linear 
tests.  Commenters  claimed  that  four 
point  calibration  was  unnecessary  and 
offered  suggestions  when  fewer 
calibration  points  could  be  used.  Several 
commenters  were  concerned  that  this 
requirement  increased  costs  and  four 
calibration  materials  are  not  always 
available  to  calibrate  linear 
methodologies  on  each  instrument. 
Several  commenters  suggested  that  the 
number  of  calibrators  should  be  no 
fewer  than  the  number  recommended  by 
the  manufacturer. 

Response:  Although  we  recognize  that 
calibration  materials  may  not  be 
available  to  cover  the  manufacturer’s 
reportable  range,  we  believe  that  a 
laboratory  must  confirm  the  calibration 
over  the  laboratory’s  reportable  range  of 
patient  test  results.  The  laboratory  must 
follow  the  manufacturer’s  instructions 
for  calibration  and  verify  calibration 
using  additional  calibration  materials  to 
check  the  upper  and  lower  limits  of  the 
laboratory’s  range  of  reporting  patient 
test  results.  We  have  amended  the 
number  of  calibration  materials  required 
to  verify  calibration  throughout  the 
laboratory’s  range  of  reporting  patient 
test  results  to  include  a  minimum  value 
or  zero,  a  mid-point  value,  and  a 
maximum  value  at  the  upper  limit  of  that 
range. 

Comment  Several  commenters 
suggested  adding  bnear  reportable  range 
verification  to  the  calibration  and 
recalibration  requirements  contained  in 
§  493.1217(a). 

Response:  We  have  ciarifled  the 
regulation,  now  at  §  493.1217(b)(2)fB){2), 
stating  that  the  calibration  materials 
used  for  caUbration  verification  must 
cover  the  laboratory’s  range  of  reporting 
patient  test  results.  The  required 
calibration  verification  will  then  verify 
the  laboratory’s  range  of  reporting 
patient  test  results. 

Comment:  Several  commenters 
objected  to  the  requirement  at 
§  493.1217(a)(4)  that  patient  values 
above  the  maximum  calibration  point  or 
below  the  minimum  calibration  point  be 
reported  as  greater  than  or  less  than  the 
calibration  point  They  felt  this 
requirement  was  too  restrictive  and  that 
other  factors  such  as  test  linearity, 
manufacturers’  specifications,  and 


patient  dinical  history  needed  to  be 
considered. 

Response:  We  agree  with  the 
commenters  that  felt  diat  diis 
requirement  was  too  restrictive  and 
have  deleted  the  requirement  However, 
if  a  laboratory  reports  patient  results 
that  are  outside  (rf  the  laboratory's 
reportable  range  of  patient  test  results,  it 
must  be  able  to  provide  evidence  that 
the  procedure  used  yields  accurate  and 
reliable  results  as  specified  in 
§  493.1219,  Remedial  actions. 

Comment  Several  commenters 
recommended  deleting  "operator 
variance"  from  the  requirement 
§  493.1217(b)  for  determining  quality 
control  frequency  noting  that  it  is 
impractical  and  unnecessary. 

Response:  We  disagree  with  the 
commenters.  Variance  between 
individuals  performing  a  test  may  occur 
in  both  automated  and  manual  s^'stems. 
Operator  v  ariance  is  a  significant  factor 
in  test  systems  that  are  dependent  on 
technique.  Therefore,  the  ease  of  use 
and  the  amount  of  training  and 
experience  of  the  analyst  must  be 
considered  when  determining  die 
frequency  of  quality  control  chedis. 

Comment  A  few  commenters 
cautioned  that  the  rule  should  require 
that  the  controls  be  run  by  the  operator 
who  performs  the  testing. 

Response:  We  appreciate  the 
concerns  of  the  commenters  and  we 
agree  that  there  are  lest  methods  where 
the  operator  who  runs  the  controls 
should  be  the  operator  doing  the  testing 
for  that  run.  However,  this  is  not  the 
case  for  all  procedures.  We  have 
defined  “run”  as  an  interval  within 
which  the  accuracy  and  precision  of  a 
testing  system  is  expected  to  be  stable, 
which  must  not  exceed  24  hours,  but 
must  be  no  less  frequent  than  the 
manufacturer's  specifications.  Also,  in 
§  493.1218(b).  we  require  that  “for  each 
procedure,  the  laboratory  must  evaluate 
instrument  and  reagent  stabibty  and 
operator  variance  in  determining  the 
frequency  of  testing  quality  control 
samples  with  each  run.” 

Comment  Two  commenters  felt  that 
§  493.1217(d)  needed  clarincation.  They 
suggested  changing  the  requirement  to 
allow  the  laboratory  to  use  some 
combination  of  calibration  materials, 
control  samples,  linearity  standards, 
and  other  standards  that  monitor  both 
the  abnormal  and  normal  range  of 
reportable  patient  values.  Other 
commenters  indicated  that  many 
analyses  cannot  be  characterize  as 
having  "normal"  and  ’‘abnormal’*  ranges 
and  that  this  section  should  be  changed 
to  read  ‘“*  *  *  and  monitor  appropriate 
clinical  ranges  of  reportable  patient 
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values.”  Other  commenters  suggested 
changing  the  language  to  read  “*  *  * 
ranges  that  approximate  both  the 
abnormal  and  normal  *  *  *" 

Response:  We  agree  with  the 
commenters  and  have  changed  the 
regulation,  now  at  §  493.1218(b),  to 
require  that  testing  facilities  monitor  the 
performance  of  their  testing  systems 
using  calibration  materials,  control 
materials,  or  a  combination  thereof. 

Comment-  One  frequently  expressed 
comment  was  to  amend  the  wording  of 
the  section  to  specify  “abnormal  high, 
abnormal  low,  and  normal  daily 
controls.” 

Response:  We  disagree  with  the 
commenters  because  control  or 
calibration  materials  are  not  always 
available  to  check  the  abnormal  low, 
abnormal  high  and  a  normal  range  of 
reportable  patient  values  for  each  test. 
We  have  amended  this  requirement, 
now  at  §  493.1218(b),  from  *  *  *  “must 
use  the  calibrator  samples,  the  control 
samples,  or  combinations  thereof,  and 
monitor  both  the  abnormal  and  normal 
range  of  reportable  patient  values”  to 
*  *  *”  “must  monitor  test  performance 
using  calibration  materials,  control 
materials,  or  combination  thereof.” 

Comment:  Two  commenters  felt  that 
§  493.1217(d)(2)  is  too  restrictive  and 
recommended  deleting  the  sentence  that 
reads:  ‘Two  separate  dilutions  *  *  * 
must  be  used.” 

Response:  We  agree  with  the 
commenters  and  have  deleted  this 
requirement  from  the  regulations. 

Comment:  Many  commenters 
suggested  that  §  493.1217(f)  be  revised 
by  adding  “where  appropriate”  to 
provide  for  those  tests  in  which  either 
the  positive  or  negative  control  is  not 
necessary.  Several  other  commenters 
suggested  adding  “or  as  recommended 
by  the  manufacturer”  to  permit 
laboratories  to  follow  the 
manufacturer's  instructions  regarding 
control  materials. 

Response:  We  disagree;  assaying 
positive  and  negative  controls  provides 
assurance  that  all  phases  of  the  test 
procedure  have  been  performed 
appropriately.  Controls  are  required  to 
monitor  the  test  procedure  in  order  to 
detect  the  deterioration  of  the  reagents, 
improper  use  or  sequence  of  reagent 
additions,  incorrect  incubation  time, 
etc.,  so  that  the  testing  facility  can  be 
assured  that  it  reports  accurate  and 
reliable  test  results.  This  requirement  is 
now  at  §  493.1218(b)(1).  Any  exceptions 
to  the  requirements  are  specified  in 
§§  493.1223  through  493.1255  of  this 
subpart. 

Comment:  A  few  commenters 
suggested  changing  S  493.1217(g)  by 
removing  the  requirement  to  verify 


assayed  values  previously  determined 
by  the  manufacturer;  several 
commenters  supported  the  requirement 
as  written. 

Response:  We  agree  with  the 
commenters  who  supported  the 
requirement,  however,  for  clarity  we 
reworded  the  regulation,  now  at 
§  493.1218(d)(1),  to  specify  that  “the 
stated  values  of  an  assayed  control 
material  may  be  used  as  the  target 
values  provided  the  stated  values 
correspond  to  the  methodology  and 
instrumentation  employed  by  the 
laboratory  and  are  veriHed  by  the 
laboratory.” 

Comment:  Several  commenters  felt 
that  the  requirement  in  §  493.1217(k)  for 
daily  testing  of  positive  and  negative 
controls  for  direct  antigen  systems 
should  be  changed  to  the  “frequency 
recommended  by  the  manufacturer.” 

Response:  Control  materials  are 
tested  to  assure  proper  reagent 
reactivity  throughout  all  phases  of  the 
system.  Positive  and  negative  control 
materials  (organism  or  antigen  extract) 
for  direct  antigen  systems  must  be  run 
each  day  of  testing  to  evaluate  the 
detection  phase.  When  an  extraction 
phase  is  included,  the  system  must  be 
checked  each  day  of  use  using  a  positive 
organism.  ClariHcation  will  be  provided 
in  the  State  Operations  Manual 
concerning  the  appropriate  controls  to 
be  employed  with  antigen  systems  used 
to  identify  viruses.  If  the  manufacturer 
recommends  more  frequent  use  of 
control  samples,  the  testing  facility  must 
follow  the  manufacturer's 
recommendation.  This  requirement  is 
now  at  S  493.1218(b)(4). 

Comment-  One  commenter  believed 
that  §  493.1217(1)  should  be  changed  to 
simply  accept  the  manufacturers’  results 
of  quality  control  testing  of  media. 
Another  commenter  indicated  that  it 
was  unclear  whether  all  media  tested  by 
the  manufacturer  would  need  to  be 
retested  by  the  laboratory.  One 
commenter  felt  that  some  media, 
identiHed  in  the  NCCLS  Guidelines,  are 
unstable  and  should  be  rechecked. 

Response:  The  regulations,  now  at 
§  493.1218(f)(4),  allow  the  testing  facility 
to  accept  the  manufacturers'  quality 
control  checks  on  media  if  the  testing 
facility  has  documentation  to  verify  that 
the  manufacturer  has  used  the  quality 
assurance  practices  that  have  been 
cleared  by  the  FDA  as  meeting  the 
National  Committee  for  Clinical 
Laboratory  Standards  (NCCLS)  for 
media  quality  control.  'The  testing 
facility  must  document  that  the  physical 
characteristics  of  the  media  are  not 
compromised.  However,  the  laboratory 
must  perform  quality  control  checks  of 
the  media  having  a  high  quality  control 


failure  rate.  A  testing  facility  may  wish 
to  perform  additional  quality  control 
testing  of  media,  but  it  must  document 
the  results  and  any  corrective  action 
taken. 

Comment:  A  few  commenters 
recommended  that  §  493.1217(n)  be 
modibed  to  allow  the  director  of  the 
laboratory  to  report  some  critical  results 
for  patient  care  purposes  even  when 
control  results  do  not  meet  the 
laboratory’s  quality  control  criteria. 

Response:  We  appreciate  the 
commenters’  concerns  regarding 
§  493.1217(n).  now  at  §  493.1218(e). 
However,  it  is  the  responsibility  of  the 
laboratory  director  to  establish  policies 
under  which  test  results  may  be 
reported  even  though  the  control  results 
do  not  meet  the  laboratory’s  established 
criteria  for  acceptability,  to  avoid 
compromising  patient  care  if  results  are 
not  reported.  Such  occurrences  should 
be  rare  and  be  documented.  Any 
affected  patient  specimen  should  be 
retested,  if  possible,  once  control  has 
been  reestablished. 

Section  493.1219  Standard:  Remedial 
Actions 

Comment-  A  few  commenters 
believed  the  requirement  to  notify  the 
ordering  individual  when  specimens 
cannot  be  tested  within  the  laboratory’s 
established  time  frame  is  impossible, 
inefficient,  and  troublesome  to  the 
practitioner.  One  commenter  suggested 
a  time  frame  of  24  hours.  Another 
commenter  suggested  that  the 
laboratory  have  contingency  plans, 
including  back-up  testing  for  emergency 
procedures. 

Response:  We  appreciate  the 
commenters  concerns  and  have  revised 
the  regulations  at  §  493.1219(c)  to  allow 
the  testing  facility  to  establish  and 
document  a  plan  of  action  based  on  the 
urgency  of  the  patient  test  results  for 
patient  management.  They  may  refer 
specimens  to  another  certified 
laboratory  for  testing  or  store  specimens 
until  testing  can  be  resumed.  The  need 
to  notify  the  person  who  would  utilize 
the  test  results  depends  on  the  urgency 
of  the  test  request,  whether  results  are 
needed  immediately  or  can  be  delayed. 

Comment-  One  commenter  suggested 
adding  to  §  493.1219(a)  a  requirement 
that  remedial  action  be  documented 
when  quality  control  results  exhibit  a 
trend  as  reflected  on  a  Levy-]ennings 
graph  or  defined  by  multi-rule  systems, 
such  as  those  of  Westgard,  et  al. 

Response:  The  regulations  at 
§  493.1219,  now  at  §  493.1219(b),  require 
the  testing  facility  to  document  actions 
taken  in  response  to  control  and 
calibration  results  that  fail  to  meet  the 
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laboratory’s  criteria  for  acceptability.  It 
is  the  responsibility  of  the  testing 
facility  to  determine  its  criteria  for 
evaluating  and  accepting  quality  control 
results  and  define  the  remedial  action 
necessary  to  correct  out-of-control 
situations. 

Comment:  One  commenter  requested 
clarification  about  the  type  of  format 
that  must  be  used  to  notify  the 
“authorized  person  ordering  a  test  or 
utilizing  test  results."  Specifically,  the 
commenter  asked  whether  electronic 
notification  would  be  adequate. 

Response:  The  regulation  permits 
flexibility  in  determining  the  format  or 
mechanism  to  be  used  for  notification. 
Electronic  notification,  as  well  as  other 
mechanisms,  would  be  acceptable 
provided  that  records  are  maintained  to 
document  that  the  appropriate  person 
was  contacted. 

Comment-  A  few  commenters 
requested  changing  the  word  “copies”  to 
"records”  in  the.  requirement  that  a 
laboratory  “maintain  copies  of  the 
original  report  as  well  as  the  corrected 
report  for  two  years.” 

Response:  The  regulation  at 
§  493.1219(d)(3)  has  been  modified  to 
state  “exact  duplicate”  in  keeping  with 
previous  language  used  in  the 
regulation. 

Comment-  A  few  comments  were 
received  on  §  493.1219{aK3).  One 
commenter  suggested  that  the 
requirement  for  a  Laboratory  to 
document  remedial  action  taken  when 
“test  results  that  are  outside  of  the 
laboratory’s  reportable  range”  be 
changed  to  “test  results  that  are  outside 
of  the  laboratory’s  linear  reportable 
range.”  Two  commenters  suggested 
eliminating  the  requirement  and  another 
commenter  stated  that  reportable  ranges 
are  established  by  methodology, 
maximum  and  minimum  concentration 
values  of  linearity,  repetitive  testing, 
and  well-defined  population  test  studies, 
not  based  on  maximum  and  minimum 
calibration  values. 

Response:  In  response  to  the 
commenters’  concerns,  we  have  revised 
the  requirement  now  at  §  493.1219(a)(2), 
The  laboratory  must  document  remedial 
action  taken  when  patient  test  values 
are  outside  of  the  laboratory’s 
reportable  range  of  patient  test  results. 

Section  493.1221  Standard:  Quality 
Control  Records 

Comment:  Several  commenters  found 
the  record  retention  requirement  in 
§  493.1221(b)  to  be  unrealistic,  time- 
consuming  and  a  storage  problem.  The 
commenters  suggested  that  the 
requirement  exceeded  the  need  to 
ensure  quality  laboratory  results.  In 
§  493.1221(b),  one  commenter  asked  for 


clarification  of  the  words  "each  step  in” 
while  other  commenters  suggested 
deleting  “each  step  in”  from  the 
requirement  or  deleting  §  493.1221(b) 
entirely. 

Response:  We  agree  with  the 
commenters  who  requested  the  removal 
of  the  phrase  “each  step  in”  from  the 
regulations.  We  have  modified  the 
regulation  to  state  that  "records  of  all 
quality  control  activities”  are  retained. 
This  modification  removes  the  burden  of 
documenting  unnecessary  steps  in  the 
testing  of  quality  control  specimens 
while  requiring  the  testing  facility  to 
maintain  quality  control  data  to  verify 
the  performance  of  accurate  and  reliable 
test  results  for  a  minimum  of  two  years, 
except  in  immunohematology  whm 
recoil  retention  is  required  for  no  less 
than  five  years,  in  accordance  with  21 
CFR  part  606,  subpart  L 

Section  493.1223  Condition:  Quality 
Control,  Specialties  and  Subspecialties 
(Now  Condition:  Quality  Control — 
Specialties  and  Subspecialties  for  Tests 
of  Moderate  or  High  Complexity,  or 
Both) 

We  proposed  this  section  as  Quality 
control — specialties  and  subspecialties 
but  have  renamed  it  Quality  control — 
specialties  and  subspecialties  for  tests 
of  moderate  or  high  complexity,  or  both, 
because  this  terminology  better 
describes  the  quality  control  that  is 
applicable  for  tests  of  moderate  and 
high  complexity. 

Approximately  250  comments  were 
received  concerning  §  493.1223, 
Condition:  Quality  control.  Specialties 
and  Subspecialties.  One  hundred  twelve 
were  opposed  to  the  requirements  as 
proposed.  23  were  positive  and  124 
made  alternate  suggestions.  The 
majority  of  comments  were  received 
from  technologists,  followed  by 
dermatologists  and.pathologists. 
respectively.' The  summary  of  comments 
received  concerning  the  quality  control 
requirements  for  cytology  are  listed 
under  §  493.1257. 

Li  response  to  commenters’  concerns, 
language  has  been  added  to  §  §  483.1202 
and  493.1203  to  allow  a  2  year  phase-in 
for  the  development  and  implementation 
of  an  FDA  clearance  process  which  will 
determine  if  instruments,  kits,  and  test 
systems  developed  by  manufacturers  for 
in-  vitro  diagnostic  use  are  in  compliance 
with  the  CLIA  requirements  for  quality 
control. 

Effective  September  1, 1994,  a 
laboratory  that  performs  tests  of 
moderate  or  high  complexity,  or  both,  as 
applicable,  will  be  in  compliance  with 
this  section  if  it  meets  quality  control 
requirements  specified  in  this  subpart  or 
follows  manufacturer’s  instructions 


when  using  products  cleared  by  FDA  as 
meeting  the  CLIA  requirements  for 
general  quality  control,  as  well  as 
specialty  and  subspecialty  quality 
control. 

Comment:  Several  hospitals  and  one 
professional  organization  expressed  the 
concern  that  a  laboratory  could  possibly 
lose  its  certification  for  an  entire 
specialty  or  subspecialty  or  testing 
because  of  quality  control  problems 
with  only  one  test  in  the  specialty  or 
subspecialty  category. 

Response:  Certification  is  not  granted 
on  a  test-by-test  basis  but  by  specialty 
or  subspecialty  of  testing.  Therefore,  if  a 
laboratory  has  quality  control  problems 
related  to  only  one  test  or  one  analyte  in 
the  specialty  or  subspecialty  and  the 
laboratory  fails  to  correct  those 
problems  it  could  jeopardize  its 
certification  for  that  specialty  or 
subspecialty  area.  In  all  instances,  a 
laboratory  would  be  notified  in  writing 
of  the  quality  control  deficiencies  found 
during  a  survey  and  be  given  an 
opportunity  to  correct  the  deficiencies.  If 
the  laboratory  is  unable  or  refuses  to 
correct  the  deficiencies,  its  certification 
could  be  cancelled  and  an  intermediate 
sanction  could  be  imposed  or 
certification  could  be  limited,  suspended 
or  revoked  as  specified  in  Subpart  R — 
Enforcement  Procedures. 

Comment:  One  organization  has 
recommended  the  addition  of  more 
specialty  categories  such  as  flow 
cytometry  and  molecular  pathology  to 
§  493.1223. 

Response:  We  agree  that  eventually 
additional  specialty  areas  will  be 
needed.  As  more  laboratories 
performing  a  wider  array  of  services  are 
regulated,  HHS  will  need  advice  on  how 
to  most  effectively  ccutify  laboratories 
for  these  procedures.  However,  we  are 
deferring  changes  in  certification 
categories  until  we  have  established  the 
Clinical  Laboratory  Improvement 
Advisory  Committee.  Ibis  committee 
will  assist  us  in  determining  not  only 
new  specialty  and  subsjjetrialty  areas 
but  also  the  appropriate  quality  control 
requirements,  personnel  qualifications, 
recordkeeping,  proficiency  testing  and 
quality  assurance  requirements  that 
apply  in  the  new  areas. 

Comment:  Numerous  commenters 
found  the  requirement  at  §  493.1225 
Condition:  Microbiology,  to  be  unclear 
about  what  was  expected  of  a 
laboratory  .for  method  validatian.  One 
commenter  was  pleased  to  see  a  change 
in  the  regulation  from  “linear  reportable 
range”  to  “reportable  range.” 
Commenters  requested  clarification  of 
validation  requirements  for  the 
applicability  to  microbiology. 
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Response:  A  laboratory’s  validation  of 
microbiology  procedures  is  expected  to 
demonstrate  its  ability  to  accurately  and 
reliably  isolate  and  identify  each 
organism  that  the  laboratory  claims  to 
be  capable  of  isolating  and  identifying. 
Susceptibility  testing  procedures  are 
validated  according  to  the  guidelines 
published  by  the  National  Committee  for 
Clinical  Laboratory  Standards  (NCCLS). 
Commercial  test  systems  including  those 
for  biochemical  identiHcation,  antigen 
and  antibody  detection,  and  nucleic  acid 
detection  should  be  validated  by  using  a 
range  of  controls  that  verify  the 
qualitative  and  quantitative 
performance  claims  of  the  manufacturer 
in  accordance  with  the  applicable 
requirements  at  S  493.1218,  Standard; 
Control  procedures. 

Comment:  A  few  commenters 
suggested  that  the  frequency  of 
performing  quality  control  checks  for 
beta-lactamase  testing  should  be  each 
day  of  use  and  included  in  §  493.1227, 
Standard:  Bacteriology,  at  paragraph 
(a)(1). 

Response:  We  agree  with  the 
commenters  that  reagents  such  as  beta- 
lactamase  should  be  quality  controlled 
each  day  of  use  to  check  for  proper 
positive  and  negative  reactivity.  We 
have  revised  §  493.1227(a)(1)  to  also 
include  beta-lactamase  testing. 

Comment:  One  professional 
organization  contended  that  the 
regulation  at  §  493.1227(a)(1)  was 
excessive  in  the  testing  frequencies 
required  for  catalase,  coagulase,  and 
oxidase,  and  that  ONPG  needs  testing 
by  lot  only.  The  commenters  also  stated 
that  there  was  no  need  for  a  negative 
catalase  control,  while  other 
commenters  noted  that  a  negative 
control  is  not  required  for  catalase 
testing  of  anaerobes. 

Response:  Unstable  reagents  (such  as 
catalase,  coagulase,  and  oxidase)  that 
are  used  in  the  routine  testing  of  patient 
specimens  for  microbiological 
identification  must  be  checked  for 
proper  positive  and  negative  reactivity 
each  day  of  use.  In  the  case  of  ONPG. 
checking  for  positive  and  negative 
reactivity  each  week  of  use  is 
considered  a  minimum  time  interval  for 
verifying  the  reactivity  and  stability  of 
this  reagent.  A  negative  catalase  control 
is  required  for  aerobic  microorganisms 
to  assure  proper  reactivity  of  the 
catalase  reagent,  however,  a  negative 
control  is  not  required  for  anaerobic 
microorganisms.  The  Clinical 
Laboratory  Improvement  Advisory 
Committee  will  periodically  review  the 
quality  control  and  quality  assurance 
standards  for  test  performance  and  will 
make  recommendations  to  HHS  for 
revisions  to  the  current  regulations.  We 


are  retaining  the  requirement  at 
S  493.1227(a)(1)  until  the  Clinical 
Laboratory  Improvement  Advisory 
Committee  advises  HHS  a  change  is 
warranted. 

Comment-  A  manufacturer 
recommended  that  the  same  positive 
and  negative  control  requirements 
should  be  applied  to  DNA  probe 
methods  as  are  applicable  in  other 
Microbiology  areas. 

Response:  We  agree  with  the 
commenter.  The  requirement  to  check 
DNA  probes  each  day  of  use  for  positive 
and  negative  reactivity  using  control 
organisms  is  included  under 
§  493.1227(a)(1). 

Comment-  A  few  commenters  noted 
that  there  is  no  known  available 
organism  for  a  negative  control  for  XV 
discs,  and  recommended  that  other 
important  stains,  such  as  flagella,  be 
included  under  §  493.1227(a)(2),  which 
requires  weekly  quality  control. 

Response:  We  agree  with  the 
commenter  regarding  the  negative 
control  for  XV  discs  and  are  revising  the 
regulation  at  S  493.1227(a)  to  require 
that  laboratories  check  positive 
reactivity  with  a  control  organism  each 
week  of  use.  The  quality  control 
requirements  for  flagella  stains  and 
other  stains  not  specified  in  this  subpart 
require  a  positive  and  negative  control 
each  day  of  use.  The  frequency  of 
quality  control  for  these  stains  are 
covered  under  paragraph  (f)(2)  of  the 
general  quality  control  requirement  at 
§  493.1218,  Standard;  Control 
procedures. 

Comment:  A  professional  organization 
recommended  the  regulation  at 
§  493.1227(a)(3)  be  revised  to  require 
antisera  quality  control  checks  each  six 
months  instead  of  each  month. 

Response:  Antisera  used  in  aerobic 
culture  identification  that  will  directly 
impact  on  patient  care  (i.e.  Salmonella 
and  Shigella)  should  be  quality 
controlled  with  the  opening  of  each  new 
vial  and  at  least  monthly  thereafter 
using  an  organism  that  produces  a 
positive  reaction  and  an  organism  that 
produces  a  negative  reaction.  Antisera 
used  for  epidemiological  categorization 
beyond  routine  testing  should  be  quality 
controlled  with  the  opening  of  each  new 
vial  and  quarterly  until  further  review 
by  the  Clinical  Laboratory  Improvement 
Advisory  Committee. 

Comment:  Various  commenters 
suggested  that  the  time  frames  for 
quality  control  of  antibiotic  sensitivity 
testing  under  §  493.1227  (c)(1)  and  (c)(2) 
be  revised.  They  suggested  time  frames 
ranging  from  daily  to  quarterly  as  well 
as  initially  when  the  test  is  placed  into 
routine  use.  However,  the  majority  of 


commenters  suggested  testing  quality 
control  organisms  on  a  weekly  basis. 

Response:  We  agree  with  the  majority 
of  commenters  who  recommended 
weekly  control  of  susceptibility  test 
procedures.  However,  we  are  retaining 
the  regulation  at  §  493.1227(c)(2)  which 
requires  daily  quality  control  checks  for 
antibiotic  sensitivity  testing  unless  the 
laboratory  complies  with  the  options 
specified  in  S  493.1223.  Once  a 
laboratory  establishes  that  it  can  meet 
the  accuracy  and  precision  limits 
established  by  NCCLS  and  adopted  by 
HCFA,  it  may  test  control  strains  on  a 
weekly  basis. 

Comment-  A  few  commenters 
recommended  that  a  minimum  length  of 
time  (6  weeks)  for  holding  negative 
mycobacteriology  cultures  be  included 
in  the  regulations  under  §  493.1229, 
Standardb^  Mycobacteriology. 

Response:  We  appreciate  the 
commenters*  concerns  for  the  accurate 
testing  of  mycobacterial  specimens. 
While  we  agree  that  an  extended 
incubation  for  negative  mycobacterial 
cultures  is  good  laboratory  practice,  we 
do  not  feel  that  specific  instructions  for 
the  incubation  of  mycobacterial  cultures 
or  any  other  specimen  types  should  be 
specified  in  the  regulation.  It  is  the 
laboratory’s  responsibility  to  develop 
and  validate  procedures  to  accurately 
and  reliably  isolate  and  identify 
organisms  for  which  service  is  offered. 

Comment:  Several  commenters 
questioned  why  the  regulation  at 
§  493.1229(a)  specifically  addressed  the 
iron  uptake  test  while  quality  control 
regulations  did  not  address  less- 
reproducible  tests  such  as  catalase, 
niacin,  tween  hydrolysis  and  nitrate.  A 
few  commenters  suggested  this  section 
be  rewritten  by  deleting  references  to 
specific  tests  and  adding  generic 
instructions  for  quality  control  testing 
for  labile  reagents  (catalase)  and  stable 
reagents/test  (iron  uptake). 

Response:  Section  493.1229(a) 
specifically  addresses  the  iron  uptake 
test.  By  usiijg  an  acid-fast  organism  that 
produces  a  positive  reaction  and  an 
organism  that  produces  a  negative 
reaction,  the  laboratorian  has  a 
reference  for  making  a  distinctive  color 
determination.  All  other  tests  such  as 
catalase,  niacin,  tween  hydrolysis,  and 
nitrate  only  need  to  be  checked  with  an 
acid-fast  organism  that  produces  a 
positive  reaction.  For  these  tests, 
negative  control  checks  can  be 
performed  as  good  laboratory  practice 
using  uninoculated  media  or  other 
organisms  that  would  produce  a 
negative  reaction.  We  are  retaining  as 
written  the  requirements  at  5  493.1229(a) 
for  checking  these  tests  each  day  of  use. 
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Comment-  A  few  commenters  felt  that 
the  requirement  for  daily  testing  of 
fluorochrome  stain  with  controls  each 
day  of  use  in  §  493.1229(b)  was 
inconsistent  with  the  requirement  under 
§  493.1229(c)  for  checking  acid-fast 
stains  each  week  of  use. 

Response:  We  agree  with  the 
commenters.  Quality  control  for 
fluorochrome  acid-fast  stains  must  be 
checked  weekly  since  this  is  not  a 
fluorescent  antibody  procedure  and  we 
are  revising  the  regulation  at 
§  493.1229(b)  to  reHect  this  change. 

Comment-  A  few  commenters  stated 
that  the  quality  control  requirements  in 
§  493.1229(b)  for  fluorochrome  acid  fast 
stains  are  inconsistent  with  the  CDC 
manual  “Quality  Control  in 
Microbiology,"  1987,  p.  64,  which 
requires  controls  to  be  tested  each  time 
of  use. 

Response:  The  CDC  publication. 
“Quality  Control  in  Microbiology”  is 
currently  under  review  for  possible 
revision.  The  regulation  at  §  493.1229(b), 
which  has  been  modified  to  require  the 
testing  facility  to  check  fluorochrome 
acid-fast  stains  weekly,  reflects  the 
latest  revision  to  the  requirements  for 
quality  control  in  microbiology. 

Comment-  A  few  commenters  stated 
that  for  safety  and  standardization 
purposes  the  Mycobacterium- 
tuberculosis  control  strain  for 
susceptibility  tests  should  be  specified 
as  H37Rv  in  §  493.1229(d). 

Response:  We  agree  with  the 
commenters  that  for  safety  and 
standardization  purposes  a  susceptible 
control  strain  of  Mycobacterium 
tuberculosis,  such  as  H37Rv,  should  be 
used.  In  addition,  we  are  revising  the 
requirement  at  §  493.1229(d)  to  state  that 
for  susceptibility  test  performed  on  M. 
tuberculosis  isolates,  the  laboratory 
must  check  the  procedure  each  week  of 
use  with  one  strain  of  M.  tuberculosis 
susceptible  to  all  antimycobacterial 
agents  tested.  While  we  have  specified 
the  use  of  H37Rv  as  an  example,  we  are 
not  precluding  the  use  of  other 
appropriate  control  strains  of  M. 
tuberculosis. 

Comment:  A  few  commenters 
suggested  that  the  regulation  at 
§  493.1231,  Standard:  Mycology,  be 
rewritten  to  include  instructions  for  the 
commonly  performed  or  more  variable 
tests  (i.e.,  germ  tube,  yeast  morphology 
media,  and  nitrate). 

Response:  The  regulations  contain 
minimum  quality  control  requirements 
for  laboratories  to  use  in  determining 
that  its  results  are  within  its  established 
control  limits.  It  is  up  to  each  individual 
laboratory  to  determine  which  test 
methodologies  it  will  use  in  performing 
laboratory  testing  and  to  establish  a 


mechanism  to  determine  whether  the 
results  obtained  from  testing  are 
accurate  and  reliable.  In  §  493.1218, 
Standard;  Control  procedures,  under 
paragraph  (f),  laboratories  are  required 
to  check  each  batch  or  shipment  of 
reagents,  discs,  stains,  antisera  and 
identification  systems  when  prepared  or 
opened  for  positive  and  negative 
reactivity. 

Under  §  493.1231,  specific 
requirements  are  listed  for  checking 
nitrate  reagent,  acid-fast  stains  and 
susceptibility  test  procedures.  In  order 
to  be  consistent  with  other  microbiology 
requirements  and  for  clarification,  we 
are  adding  to  this  section  a  requirement 
that  reagents  used  for  biochemical  tests 
and  other  test  procedures  be  checked 
each  week  of  use  with  a  positive  control 
organism. 

Comment:  In  §  493.1233  Standard: 
Parasitology,  several  commenters  felt 
that  concentrated  and  permanent  mount 
techniques  are  not  necessary  for  the 
identification  of  fecal  parasites  and  that 
wet  mount  preparations  were  sufficient 
to  identify  fecal  parasites. 

Response:  A  wet  mount  preparation 
may  not  be  sufficiently  sensitive  to 
detect  small  numbers  of  ova  or  parasites 
in  fecal  specimens,  or  to  render  a  final 
species  identification.  However,  the 
regulations  at  §  493.1233  do  not  require 
the  use  of  concentrated  and  permanent 
mount  techniques  to  identify  fecal 
parasites.  It  is  the  laboratory's 
responsibility  to  assure  that  it  can 
accurately  and  reliably  identify  the 
organisms  it  claims  to  be  able  to 
identify,  to  specify  on  the  test  report  the 
method  employed  by  the  laboratory  for 
screening  fecal  specimens  and  upon 
request  provide  information  to  clients 
that  may  affect  the  interpretation  of  test 
results,  such  as  test  interferences,  if 
known,  and  detection  limits,  if 
applicable. 

Comment:  An  organization 
recommended  that  §  493.1233(a)  require 
the  use  of  a  standard  textbook  as  a 
reference  in  lieu  of  slides,  photos  or 
gross  specimens. 

Response:  We  disagree  with  the 
commenters  and  are  retaining  the 
regulation  as  written  in  §  493.1233(a) 
which  requires  a  laboratory  to  have 
available  a  reference  collection  of 
slides,  or  photographs,  and  if  available, 
gross  specimens  for  use  in  the 
identification  of  parasites.  This  allows 
the  laboratory  the  flexibility  of  having  a 
standard  textbook  with  photographs  as 
their  reference  source,  or  other 
applicable  reference  materials  with 
which  to  make  appropriate  comparisons 
for  identification. 

Comment:  Several  commenters 
requested  that  §  493.1233(c)  be  revised 


to  require  more  frequent  quality  control 
requirements  for  staining  materials. 
Other  commenters  wanted  controls  to 
be  required  daily  and  when  any  staining 
component  is  changed. 

Response:  We  disagree  with  the 
commenters  and  are  retaining  the 
regulations  at  §  493.1233(c)  which 
specify  a  minimum  requirement  that 
permanent  stains  be  checked  each 
month  of  use  using  a  fecal  sample 
control  that  will  demonstrate  staining 
characteristics.  If  desired,  a  laboratory 
may  establish  a  quality  control 
procedure  to  check  staining  materials  at 
a  more  frequent  interval  than  required 
by  the  regulations. 

Comment:  In  §  493.1235,  Standard: 
Virology,  a  few  commenters  considered 
paragraph  (a)  to  be  overly  broad  in 
requiring  laboratories  to  have  available 
host  systems  and  test  methods  for  the 
identification  of  viruses  that  cover  the 
“entire  range  of  viruses"  that  are 
etiologically  related  to  clinical  diseases 
for  which  services  are  offered.  Also, 
laboratories  should  be  able  to  offer 
testing  for  the  isolation  of  herpes  virus 
only. 

Response:  We  disagree  with  the 
commenters.  The  intent  of  the 
regulations  at  §  493.1235(a)  is  for  the 
laboratory  to  have  methodologies 
available  to  isolate  and  identify  the 
viruses  it  claims  to  be  able  to  isolate 
and  identify  that  are  etiologically 
related  to  the  clinical  disease  for  which 
services  are  offered.  That  means,  that  if 
a  laboratory  offers  services  only  for 
Herpes  testing,  it  must  have  available 
host  systems  for  the  isolation  and/or 
test  methods  for  the  identification  of  the 
Herpes  virus. 

Comment:  A  few  commenters  noted 
that  there  are  no  time  frames  specified 
in  §  493.1235  for  performing  virology 
quality  control. 

Response:  Frequency  of  testing  for 
quality  control  specimens  is  addressed 
in  the  general  quality  control  section, 

§  493.1218,  Standard;  Control 
procedures. 

Comment:  Several  commenters 
recommended  that  under  §  493.1235(c)  a 
positive  control  could  be  “cell  culture 
cells  infected  with  the  specific  virus” 
while  a  negative  control  could  be 
“uninfected  cell  culture  cells  from  the 
same  batch  as  the  specific  virus-infected 
cells.” 

Response:  We  agree  with  the 
commenters.  A  laboratory  may  use  cell 
culture  cells  infected  with  the  specific 
virus  as  a  positive  control  and 
uninfected  cells  culture  cells  from  the 
same  batch  as  the  specific  virus  infected 
cells  as  a  negative  control  to  meet  the 
requirement. 
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Comment:  In  $  493.1239,  Standard: 
S}rphili8  Serology,  several  commenters 
believed  that  §  493.1239(c)  applies  only 
to  cotnplement  fixation  procedures  and 
that  only  positive  and  negative  controls 
are  needed  for  all  other  tests. 

Response:  We  disagree  with  the 
commenters.  Controls  which  evaluate 
all  phases  of  the  test  system  would  be 
applicable  to  complement  fixation 
procedures  as  well  as 
Microhemagglutination  Treponema 
pallidum  (MHATP)  and  the  Fluorescent 
Treponemal  Antib^y  Absorption 
(FTA-ABS).  a  multiple  step  indirect 
immunofluorescence  procedure.  We  are 
modifying  the  regulation  at  $  493.123^c) 
to  clarify  the  requirement  that  controls 
which  evaluate  all  phases  of  the  test 
system  must  be  used  to  assure  reactivity 
and  uniform  dosages. 

Comment-  In  S  493.1241.  Standard: 
General  Immunology,  several  physicians 
considered  the  requirement  under 
§  493.1241(a)  for  running  a  positive  and 
negative  control  with  qualitative  RA  and 
Mono  tests  to  be  a  waste  of  expensive 
reagents  and  that  a  negative  control 
should  be  run  only  if  the  patient  is 
positive. 

Response:  We  disagree  with  the 
commenters  and  are  retaining 
§  493.1241(a),  which  requires  the 
concurrent  testing  of  patient  specimens 
with  positive  and  negative  controls. 
Concurrent  testing  of  positive  and 
negative  controls  with  each  batch  of 
patient  specimens  is  necessary  to  ensure 
proper  testing  performance  and 
reactivity  of  the  test  system.  It  is  the 
laboratory’s  decision  to  determine  the 
frequency  with  which  it  performs  testing 
in  order  to  limit  usage  of  control 
materials. 

Comment  Several  commenters  stated 
that  serology  procedures  using  EIA  do 
not  need  controls  beyond  those  in  the 
kit  and  the  requirements  under 
§  493.1241(b)  should  not  apply. 

Response:  Laboratories  using  test  kits 
which  include  controls  are  expected  to 
test  those  controls  in  the  same  maimer 
as  patient  specimens.  The  control 
materials  provided  in  each  kit  are 
acceptable  provided  they  are  subjected 
to  the  same  procedures  as  patient 
specimens  such  as  dilution,  extraction, 
incubation,  washing,  etc.  and  evaluate 
all  phases  of  the  test  system. 

Comment  Several  commenters 
thought  that  §  493.1241(d)  should 
differentiate  between  HIV  and  Hepatitis 
tests  performed  on  autologous  units  as 
opposed  to  testing  of  other  blood  and 
blood  products  for  transfusion. 

Response:  We  are  adopting  the  FDA 
requirements  referenced  at  8  493.1241(d) 
for  testing  of  HIV  and  hepatitis  which 
are  required  along  with  syphilis  testing 


for  all  homologous  blood  or  blood 
products,  that  is  blood  or  blood  products 
processed  for  transfusion  to  a  recipient 
other  than  the  original  donor.  There 
have  been  numerous  questions 
concerning  the  applicability  of  testing 
requirements  to  blood  collected  for 
autologous  transfusion.  The  FDA 
published  a  memorandum  in  January, 
1990,  clarifying  their  position  on  the 
testing  requirements  for  autologous 
blood.  While  the  performance  of  thes^ 
tests  is  recommended,  an  exception  to 
the  HIV-1  and  hepatitis  testing 
requirement,  as  well  as  syphilis  testing 
for  autologous  blood  or  blood 
components,  can  be  made  when  the 
establishment  collects  and  uses  these 
blood  products  only  for  the  autologous 
donor,  these  products  are  used  at  the 
site  of  collection,  and  all  products  not 
used  by  the  donor  are  destroyed. 
However,  establishments  that  routinely 
ship  autologous  units  interstate  must  be 
licensed  by  the  FDA,  the  units  fully 
tested  and  appropriately  labeled,  and 
any  autologous  units  that  are  used 
homologously  must  come  from  a  donor 
who  meets  all  donor  suitability 
requirements  at  21 CFR  640.3  and  whose 
products  meet  all  test  requirements  at  21 
CFR  640.5, 610.40  and  610.45. 

Comment  In  response  to  requesting 
comments  fixim  the  public  on  adding  the 
requirement  that  “a  reactive  screening 
test  for  HIV-1  antibody  must  be 
followed-up  with  a  more  specific 
supplemental  test,  before  issuing  a  final 
report,"  many  commenters  supported 
this  new  requirement.  Several 
commenters  stated  that  the  proposed 
language  appeared  to  disallow  the 
reporting  of  initial  screening  results  for 
HIV  until  the  confirmatory  testing  was 
performed,  that  the  terminology 
reactive  screening  *  *  *  ”  should  be 
changed  to  read  “  *  *  *  repeatedly 
reactive  *  *  *  ”  and  a  few  commenters 
stated  that  if  the  initial  test  for  HIV 
meets  the  criteria  for  a  confirmatory 
test,  no  further  testing  is  needed. 

Response:  We  appreciate  the 
commenters  response  to  our  request  for 
comments  concerning  the  reporting  of 
HIV  results.  We  have  determined  that 
laboratories  should  not  be  required  to 
perform  confirmatory  tests  for  reactive 
HIV-1  antibody  tests.  Each  laboratory 
must  be  responsible  for  providing 
accurate  and  reliable  test  results  and 
ensuring  that  the  test  report  clearly 
indicates  the  test  procedure  performed. 
It  is  up  to  the  authorized  person  who 
requested  the  test  or  the  individual 
responsible  for  utilizing  the  test  results 
to  determine  whether  additional  testing 
is  required. 

Comment  In  8  493.1245,  Standard: 
Routine  chemistrj',  many  commenters 


felt  that  the  requirements  under 
paragraphs  (a)  and  (b)  pertaining  to 
blood  gas  analyses,  were  too  restrictive, 
already  obsolete  and  the  time  frames  for 
recalibration  of  blood  gas  analyzers 
were  unrealistic.  A  few  commenters 
suggested  that  these  sections  be  deleted 
from  the  regulation  and  added  to  the 
State  Operations  Manual. 

Response:  While  we  are  retaining  the 
section  on  blood  gases  at  8  493.1245,  we 
are  modifying  the  regulations  at 
8  493.1245(a)  to  allow  laboratories  to  use 
manufacturer's  specifications  for 
calibration  with  at  least  the  frequency 
recommended  by  the  manufacturer.  * 
These  requirements  are  based  on  the 
guidelines  of  the  National  Committee  for 
Clinical  Laboratory  Standards  (NCCLS) 
and  are  minimum  standards  with  which 
a  laboratory  must  comply  when 
performing  blood  gas  analyses.  We  are 
modifying  the  regulations  at 
§  493.1245(b)  to  clarify’  the  requirement 
that  one  sample  of  controlled  material 
be  used  each  eight  hours  of  testing.  We 
are  adding,  at  8  493.1245(c),  that  a 
combination  of  calibration  and  control 
materials,  which  include  both  low  and 
high  values,  must  be  used  each  day  of 
testing  to  monitor  the  reportable  range. 

Comment  Concerning  §  493.1249, 
Standard:  Toxicology,  a  few 
commenters  objected  that  the  regulation 
specifies  quality  control  requirements 
only  for  thin  layer  chromatography  for 
drug  abuse  testing.  Other  commenters 
expressed  concern  over  the  non¬ 
availability  of  a  calibrator  that  contains 
all  of  the  drugs  that  the  system  detects 
and  the  requirement  for  the  inclusion  of 
a  control  on  the  same  chromatography 
strip  as  the  patient  specimen.  Several 
comments  suggested  that  the  regulation 
at  §  493.1249(b)  is  obsolete  and  that  a 
control  for  each  chamber  is  not 
necessary,  if  one  calibrator  for  each 
drug  is  included  on  each  plate. 

Response:  We  disagree  with  the 
commenters  and  are  retaining,  vrith 
modification,  the  requirement  at 
§  493.1249(a)  that  each  thin  layer 
chromatography  plate  be  spotted  with  a 
minimum  of  one  calibrator  that  contains 
a  representative  of  each  drug  group  for 
which  the  laboratory  reports  results  in 
order  to  assure  proper  performance  of 
the  test  system.  We  are  adding  the  word 
"groups"  due  to  commenters  concerns 
over  the  nonavailability  of  a  calibrator 
that  contains  all  of  the  individual  drugs 
that  the  system  detects.  Calibrators  are 
available  and  widely  used  which  detect 
the  major  drug  groups  being  tested  for 
abuse.  In  addition,  each  testing  chamber 
must  contain  a  control  which  is 
processed  through  each  step  of  patient 
testing,  including  the  extraction 
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procedures.  Quality  control 
requirements  for  gas  chromatography 
and  GC-MS  are  included  in  the  general 
quality  control  section  under 
§  493.1218(b]  which  states  that  the 
laboratory  must  evaluate  instrument, 
reagent  stability,  and  operator  variance 
in  determining  the  frequency  of  testing 
quality  control  samples  with  each  run. 

Comment:  A  few  commenters  wanted 
to  replace  the  word  "calibrator”  in 
§  493.1249(a)  with  "primary  standard." 

Response:  We  disagree  with  the 
commenters.  A  primary  standard  is  a 
reference  material  that  is  of  Hxed  or 
known  chemical  composition  and 
capable  of  being  prepared  in  essentially 
pure  form.  It  is  the  gold  standard  by 
which  similar  materials  should  conform. 
Secondary  reference  materials  are  often 
commercially  prepared  and  are  less 
expensive  to  use  in  performing 
calibration  activities  while  still  retaining 
a  certain  condition  of  accuracy.  These 
secondary  materials  are  of  many  types 
and  varieties  and  should  be  traceable  to 
a  National  Institute  for  Standards  and 
Technology  (NIST),  if  possible.  For  this 
reason  we  are  using  the  term 
"calibration  material(s)”  instead  of 
calibrator(s)  or  standard(s). 

Comment:  In  response  to  our  request 
for  comments  on  whether  confirmative 
tests  should  be  required  for  positive 
urine  drug  screening  results,  several 
commenters  wanted  the  decision  for 
ordering  a  confirmatory  test  left  to  the 
physician  for  those  tests  used  for 
counseling  purposes  or  emergency 
medical  treatment.  Several  suggested 
that  drug  testing  for  patient  care 
purposes  be  excluded  from  requirements 
for  confirmatory  testing  and 
maintenance  of  chain  of  custody  records 
since  such  requirements  would 
unnecessarily  increase  costs. 

Several  hospitals  and  drug  treatment 
facilities  wanted  to  be  able  to  use 
screening  test  results  for  inpatient 
counselling  without  having  to  confirm 
the  results.  A  few  commenters 
supported  requiring  confirmatory  testing 
using  a  test  procedure  that  employs  a 
methodology  different  from  the 
methodology  used  for  screening 
purposes. 

Response.'  Wle  appreciate  the 
commenters  response  to  our  request  for 
comments  concerning  whether 
confirmatory  tests  should  be  required 
for  positive  urine  drug  screening  results. 
We  have  determined  that  laboratories 
should  not  be  required  to  perform 
confirmatory  tests  for  positive  urine 
drug  screening  tests  that  are  used  for 
patient  care  purposes.  However,  NIDA 
certified  laboratories  which  perform 
testing  under  "Mandatory  Guidelines  for 
Federal  Workplace  Drug  Testing 


Programs”  (Federal  Register,  Vol.  53,  No. 
69,  April  11, 1988)  must  comply  with 
requirements  including  confirmatory 
testing.  Each  laboratory  must  be 
responsible  for  providing  accurate  and 
reliable  test  results  and  ensuring  that 
the  test  report  clearly  indicates  the  test 
procedure  performed.  It  is  up  to  the 
authorized  person  who  requested  the 
test  or  the  individual  responsible  for 
utilizing  the  test  results  to  determine 
whether  additional  testing  is  required. 

Comment:  Concerning  §  493.1253, 
Condition:  Hematology,  many 
individuals  believed  that  the  frequency 
of  testing  hematology  quality  control 
materials  as  required  under  paragraph 
(a)  should  be  revised  to  reflect  the  same 
frequency  as  chemistry  controls,  i.e.,  no 
less  frequently  than  once  every  24  hours, 
since  it  is  the  hematology  quality  control 
material  that  is  unstable  rather  than  the 
instrumentation. 

Response:  We  disagree  with  the 
commenters.  Hematology  controls 
generally  do  require  fastidious  handling 
in  order  to  maintain  the  accuracy  of 
their  control  properties.  However,  the 
requirement  to  run  controls  every  eight 
hours  is  necessary  to  effectively  detect 
shifts  or  trends  in  instrumentation  of 
this  type  that  may  potentially  lead  to 
problems  resulting  in  inaccurate  and 
unreliable  patient  results.  We  are 
retaining  the  requirements  to  test 
hematology  control  materials  a 
minimum  of  every  eight  hours  of 
operation  as  specified  in  §  493.1253(a)  to 
ensure  the  accuracy  and  reliability  of 
patient  test  results.  These  are  the 
existing  minimum  standards  which 
laboratories  currently  regulated  under 
Federal  requirements  must  meet.  A 
patient  specimen  may  be  used  to  meet 
the  requirements  for  a  control,  provided 
that  the  patient  specimen  was  verified  in 
the  same  run  with  the  assayed  material. 
The  patient  specimen  must  have  a  range 
of  acceptable  performance  limits 
established  for  the  difference  between 
duplicates.  We  have  included 
automated  differential  counters,  manual 
cell  counts  and  automated  coagulation 
as  well  in  this  requirement. 

Comment:  Other  commenters 
suggested  that  the  quality  control  checks 
at  §  493.1253(a)  for  manual  cell  counts 
should  be  more  frequent  than  those 
required  for  automated  systems  use  in 
hematology. 

Response:  We  believe  the  regulation 
to  test  control  materials  for  manual  cell 
counts  a  minimum  of  every  8  hours  is 
sufficient  to  ensure  accurate  and 
reliable  patient  results.  We  are  revising 
the  regulation  at  §  493.1253(b)  (formerly 
§  493.1253(a)),  for  the  manual  cell  count, 
to  require  one  control  material  to  be 
tested  each  eight  hours  of  operation.  We 


have  also  included  the  requirement  to 
perform  manual  cell  counts  (using  a 
hemocytometer)  in  duplicate. 

Comment:  Several  individuals  were 
concerned  that  §  493.1253  did  not 
include  a  requirement  for  checking  the 
stain  quality- of  differential  blood  films. 
The  commenters  also  felt  that  the 
regulation  should  include  quality  control 
requirements  for  manual  and  automated 
differentials. 

The  instability  of  automated 
differential  instruments,  and  the 
importance  of  verifying  abnormal 
differential  tests  results  was  emphasized 
by  the  commenters. 

Response:  The  quality  control 
regulations  for  stains  are  included  in 
§  493.1218(p  (1)  and  (2),  which  require 
initial  quality  control  testing  of  each 
batch  of  stains  and  thereafter  testing  of 
control  materials  each  day  of  use  to 
verify  staining  properties.  We  agree 
with  the  commenters  that  automated 
differential  counters  should  be  included 
in  the  quality  control  regulations  for 
hematology  and  we  are  clarifying  this 
position  by  requiring  hematology 
controls  on  automated  differential 
counters  in  the  regulation  at 
§  493.1253(a).  The  laboratory  must 
establish  policies  and  procedures  which 
specify  decision  making  criteria  for 
repeating  or  verifying  abnormal  test 
results,  as  appropriate,  as  well  as 
defining  remedial  action  to  follow  when 
controls  are  out  of  the  laboratory's 
established  limits. 

Comment:  Several  commenters  felt 
that  it  was  not  necessary  to  require 
duplicate  testing  of  patient  specimens 
for  manual  coagulation  tests  as  required 
under  proposed  §  493.1253(c)(2). 

Response:  We  disagree  with  the 
commenters  and  are  retaining  the 
provision  which  requires  that  patient 
and  control  specimens  be  tested  in 
duplicate.  This  provision  is  now  located 
at  §  493.1253(d)(2). 

Section  493.1257  Standard:  Cytology 

Comments  in  response  to  both  the 
March  14, 1990  final  rule  with  comment 
period  and  the  May  21, 1990  proposed 
rule  were  considered  for  making 
revisions  in  the  cytology  quality  control 
requirements.  A  total  of  2600  letters 
were  received  in  response  to  the 
cytology  requirements  in  the  March  14 
rule.  These  letters  contained  nearly  2000 
opinions  and  suggestions  (comments)  on 
quality  control.  In  response  to  the 
cytology  requirements  in  the  May  21 
rule,  900  letters  were  received,  which 
contained  nearly  1100  comments  on 
quality  control. 

Comment:  A  few  individuals 
disagreed  with  the  regulation  at 
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§  493.1257(a)(1)  which  requires 
gynecologic  cytology  specimens  to  be 
stained  using  the  Papanicolaou  staining 
method  saying  that  such  a  requirement 
would  inhibit  development  of  new 
technology  and  impede  research.  A  few 
said  that  it  restricted  the  laboratory 
from  choosing  a  stain  that  may  be 
optimal  for  their  situation.  Some 
commenters  suggested  changing  the 
requirement  to  specify  the  use  of  a 
modified  Papanicolaou  stain  or  a 
Papanicolaou  type  stain  since  the 
original  Papanicolaou  stain  is  rarely 
used. 

Response:  Our  intent  is  not  to  impede 
research,  but  to  assure  that  routine 
gynecologic  specimens  are  stained  using 
the  best  stain  for  differentiation  of  the 
morphology  of  cells  to  ensure  quality 
slide  evaluations.  Therefore,  we  are 
retaining  the  requirement  at 
§  493.1257(a)(1)  with  the  added 
clarification  for  using  either  a 
Papanicolaou  or  a  modified 
Papanicolaou  technique.  Other  staining 
methods  may  be  used  as  adjuncts,  but 
not  as  a  replacement  for  a  Papanicolaou 
staining  procedure. 

Comment  Several  commenters  felt 
that  the  regulation  at  §  493.1257(a)(2) 
requiring  changing  or  filtering  stain 
solutions  between  staining  gynecologic 
specimen  batches  and  nongynecologic 
batches  was  not  needed  since  cross 
contamination  is  more  prevalent  when 
staining  nongynecologic  specimens. 

Response:  We  are  revising  the 
regulation  at  S  493.1257(a)(2)  so  that  the 
laboratory  must  establish  effective 
measures  to  prevent  cross¬ 
contamination  between  gj'necologic  and 
nongynecologic  specimens.  The 
laboratory  would  thus  have  the  option 
of  filtering  or  changing  stain  solutions 
after  staining  nongynecologic  specimens 
prior  to  staining  gynecologic  specimens 
or  using  some  other  method  to  prevent 
cross-contamination. 

Comment:  A  few  commenters 
objected  to  the  requirement  that  body 
cavity  fluids  be  evaluated  for  their 
potential  for  cross-contamination  as 
required  under  §  493.1257(a)(3).  Rather 
than  making  this  evaluation,  one 
recommendation  was  that  staining 
solutions  be  filtered  after  they  are  used 
to  stain  any  specimens  highly  suspicious 
of  having  abnormal  cells.  Another 
recommendation  was  that  body  cavity 
fluids  should  be  stained  in  separate 
staining  jars  and  the  stain  solutions 
should  be  filtered  or  discarded  after 
staining  each  specimen. 

Response:  We  are  changing  this 
requirement  to  address  all 
nongynecologic  specimens,  such  as  body 
cavity  fluids,  which  have  a  high 
potential  for  cross-contamination.  It  is 


up  to  the  laboratory  to  determine  which 
specimens  fall  into  this  category.  'Hiese 
specimens  are  to  be  stained  separately 
from  other  nongynecologic  specimens 
and  the  stains  Mtered  or  changed  after 
use. 

Comment:  Many  commenters  were 
opposed  to  one  or  more  of  the 
requirements  under  S  493.1257(b)(1) 
specifying  workload  limits.  Many  said 
that  the  workload  limit  of  120  slides  per 
24  hours  was  too  high,  whereas  other 
commenters  remarked  that  the  limit  was 
too  low  and  did  not  allow  flexibility  for 
exceptional  screeners.  Of  those  who 
suggested  a  lower  limit  the  most 
favored  numbers  ranged  between  80  and 
100  slides  per  day.  One  professional 
organization  recommended  a  limit  of  100 
slides  per  24  hours.  Some  commenters 
recommended  that  no  specific  limit  be 
designated  and  that  the  establishment  of 
a  workload  limit  be  the  responsibility  of 
the  laboratory  supervisory  staff  who 
could  make  allowances  for  the  different 
slide  screening  abilities  of 
cytotechnologists.  Additionally,  a  large 
number  of  commenters  recommended 
eliminating  the  separate  workload  limit 
on  unevaluated  slides  and  leaving  it  to 
the  discretion  of  the  laboratory  how  to 
divide  the  unevaluated  and  previously 
evaluated  slides  (quality  control,  quality 
assurance  and  proficiency  testing 
slides).  Several  commenters  believed 
that  cytotechnologists  should  be 
allowed  to  examine  slides  for  longer 
periods  of  time  than  the  standard  eight 
hour  day.  Some  thought  that  the 
workload  limit  should  be  specified  for  8 
hours  instead  of  24  hours  or  that  it  be  set 
as  an  hourly  rate.  A  few  commenters  felt 
that  the  workload  limit  should  apply 
only  to  cytotechnologists  and  not 
technical  supervisors. 

Response:  CUA  requires  the 
establishment  of  “the  maximum  number 
of  cytology  slides  that  any  individual 
may  screen  in  a  24-hour  period.”  In 
accordance  with  the  law,  the  workload 
limit  is  based  on  24  hours,  not  a 
standard  8-hour  work  day.  We 
established  the  workload  limit  of  120 
slides,  with  a  maximum  of  80 
unevaluated  slides,  based  on  the 
suggestions  and  recommendations  that 
we  received  from  professional 
organizations  and  individuals.  However, 
since  the  commenters  were 
overwhelmingly  opposed  to  the 
differentiation  between  unevaluated 
and  previously  evaluated  (quality 
control,  etc.)  slides,  we  have  deleted  this 
distinction.  Also,  in  response  to  the 
comments,  we  are  reducing  the 
workload  limit  to  100  slides  per  24 
hours.  Accordingly,  there  is  now  one 
workload  limit  of  100  slides 
(gynecologic,  nongynecologic.  or  both) 


and  the  laboratory  has  the  flexibility  to 
establish  for  each  individual  how  many 
unevaluated  slides  can  be  screened  per 
day.  This  lOO-siide  limit  represents  an 
absolute  maximum  number  and  is  not 
intended  to  be  used  as  a  performance 
target  for  each  individual.  We  recognize 
that  all  individuals  do  not  possess  the 
same  capabilities  with  respect  to  slide 
examination,  and  that  every 
laboratory's  caseload  is  different  with 
respect  to  degree  of  difficulty  in 
interpretation  and  to  numbers  and  types 
of  gynecological  and  nongynecological 
preparations  processed.  Therefore,  in 
each  laboratory,  the  technical 
supervisor  must  evaluate  each 
individual's  performance  and  establish 
the  individual's  actual  workload  limit 
based  on  performance.  We  are 
specifying  that  laboratories  must 
evaluate  their  own  operation  and 
determine  appropriate  workloads  that 
do  not  exceed  100  slides  per  24  hours  for 
each  individual.  Hiis  includes  the 
technical  supervisor  in  cytology  when 
he  or  she  performs  initial  gynecological 
or  nongynecological  interpretations 
and/or  participates  in  the  rescreen  of 
cases  interpreted  to  be  negative  for 
reactive,  reparative,  atypical, 
premalignant  or  malignant  changes. 

Comment:  A  number  of  commenters 
suggested  that  the  workload  limit 
separately  address  one-slide 
gynecologic  cases,  two-slide  gynecologic 
cases  and  nongynecologic  cases.  A  few 
thought  that  the  workload  limit  should 
not  include  nongynecologic  slides.  One  ' 
organization  suggested  prorating  slides 
from  nongynecologic  cases  and  counting 
them  up  to  a  maximum  of  3  slides/case 
as  done  in  New  York  State. 

Response:  CLIA  requires  the 
establishment  of  the  maximum  number 
of  cytology  slides  that  any  individual 
can  screen,  therefore  the  workload  limit 
includes  both  gynecologic  and 
nongynecologic  cytology  slides.  Since 
workload  is  counted  by  the  number  of 
slides,  one-slide  and  two-slide 
gynecologic  cases  are  counted  as  either 
one  slide  or  two  slides.  We  recognize 
that  some  types  of  slide  preparations 
have  smaller  cell  areas  to  be  evaluated 
than  others,  and  therefore  have  added  a 
new  provision  at  §  493.1257(b)(2),  which 
allows  for  a  variance  in  slide  counting 
for  certain  gynecologic  and 
nongynecologic  slide  preparations.  Each 
slide  made  using  automated,  semi- 
automated  or  other  liquid-based 
preparatory  techniques  that  results  in 
cell  dispersion  over  one-half  or  less  of 
the  available  slide  area  may  be  counted 
as  one-half  slide  toward  the  workload 
limit.  For  example,  two  nongynecologic 
slides  prepared  using  a  filter  and 
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centrifugal  technique  would  be  counted 
as  one  slide  for  woridoad  calculations. 
Additionally,  if  instrumentation 
currently  under  development  for  use  in 
preparing  cytology  slides  is  approved  by 
the  FDA  for  use  with  gynecologic 
preparations,  and  an  individual 
evaluates,  by  manual  microscopic 
technique,  only  slide  preparations  made 
by  this  type  of  instrumentation  which 
produces  preparations  as  described 
above,  the  effective  absolute  woridoad 
limit  would  be  200  sUdes  per  24  hours.  It 
must  be  noted  that  this  Umit  and  method 
for  calculating  woridoad  only  apply  to 
slide  preparations  evaluated  by 
nonautomated  microscopic  tedmique. 
We  are  not  addressing  slide  evaluation 
done  by  automated  methods  (e.g.,  image 
analysis  or  other  computerized  systems) 
in  this  regulation. 

Comment  A  few  commenters  thought 
that  the  requirement  at  §  493.1257(b)(2) 
for  maintaining  records  of  the  number  of 
slides  read  by  each  individual  during 
each  24  hours  should  be  the 
responsibility  of  the  individual  rather 
than  the  laboratory.  They  felt  that  this 
requirement  is  a  recordkeeping  burden 
for  the  laboratory. 

Response:  It  is  the  laboratory’s 
responsibility  to  ensure  that  each 
individual  keeps  records  of  the  number 
of  slides  read  and  the  number  of  hours 
spent  reading  slides  during  each  24  hour 
period,  irrespective  of  the  site  or 
laboratory.  These  records  must  be 
available  in  the  laboratory.  The 
responsibility  for  keeping  these  records 
is  also  stated  under  §§  493.1451, 

493.1471  and  493.1485  which  list  the 
technical  supervisor,  cytology  general 
supervisor  and  cytotechnologist 
responsibilities,  respectively.  Each 
individual  is  responsible  for  keeping 
records  of  his  or  her  slide  screening 
activities. 

Comment  Several  organizations  and 
individuals  felt  that  the  time  limit  of  6 
hours  specified  in  §  493.1257(b)(2)(i)  for 
examining  the  maximum  number  of  120 
slides  and  the  formula  for  prorating  the 
part-time  workload  limit  under 
§  493.1257(b)(2)(ii),  which  is  based  on  8 
hours,  were  inconsistent.  Some  thought 
that  the  time  for  examining  the 
maximum  number  of  slides  should  be 
changed  to  8  hours. 

Others  suggested  that  the  maximum 
slide  limit  should  be  adjusted  for 
individuals  working  full-time  based  on 
the  actual  time  spent  evaluating  slides 
during  an  8  hour  workday.  Some  were 
concerned  that  the  6  hour  limit  may 
have  an  adverse  effect  on  quality  as 
some  laboratories  may  make  6  hours  a 
target  time  period  for  cytotechnologists 
to  screen  the  workload  maximum. 


Response:  Because  of  the  concern  that 
some  laboratories  will  compel 
individuals  to  read  the  maximum 
number  of  slides  in  6  hours  on  a  routine 
basis  and  to  provide  consistency,  we  are 
changing  the  requirement  now  at 
§  493.1257(b)(3)(i)  to  require  that  the 
maximum  of  100  slides  can  be  read  in  no 
less  than  an  8  hour  workday.  In 
addition,  for  individuals  working  less 
than  8  hours  per  day  examining  slides, 
either  those  who  work  part-time  or  those 
who  work  full-time  and  carry  out  o^er 
duties  not  related  to  slide  examination, 
the  formula  now  at  §  493.1257(b)(3)(ii) 
should  be  used  to  calculate  the 
individual’s  slide  limit.  We  emphasize 
again  that  this  is  an  absolute  maximum 
and  is  not  to  be  construed  as  a  target 
number  of  slides  for  every  individual. 

Comment  Comments  on 
§  493.1257(c)(1)  indicated  that  the 
technical  supervisor’s  responsibilities 
for  diagnostic  confirmation  of 
gynecologic  smears  should  be  expanded. 
One  professional  organization  suggested 
that  all  cases  that  are  interpreted  as 
abnormal  or  atypical  be  reviewed  by  a 
technical  supervisor  before  they  are 
reported. 

Response:  We  agree  with  the 
commenters  and  are  adding  the 
requirement  at  §  493.1257(c)(1)  that  ail 
gynecologic  smears  interpreted  to  be 
showing  reactive  or  reparative  changes 
or  those  of  atypia  of  undetermined 
significance  be  confirmed  by  a  technical 
supervisor.  This  requirement  is  in 
addition  to  the  review  and  confirmation 
by  a  technical  super\'isor  of  gynecologic 
smears  interpreted  to  be  premalignant 
or  malignant  and  confirmation  of  all 
nongynecologic  preparations  as 
described  under  §  493.1257(c)(2). 

Comment  Most  commenters 
supported  the  requirements  specifying 
that  the  technical  supervisor  evaluate 
and  document  the  slide  examination 
performance  and  establish  and 
document  a  workload  slide  limit  for 
each  individual  as  required  under 
§  §  493.1257(c)  (3)  and  (4).  Several  felt, 
however,  that  the  requirement  to 
reassess  each  individual’s  workload  on 
a  monthly  basis,  as  specified  under 
paragraph  (c)(4)(ii),  was  excessive.  They 
recommended  an  annual  or  semi-annual 
reassessment,  saying  that  monthly 
evaluations  are  burdensome  and  not 
necessary  since  an  individual's  ability 
does  not  change  in  a  month’s  time. 

Response:  We  are  modifying 
§  493.1257(c)(3),  which  formerly  required 
slide  examination  performance 
evaluation  and  feedback  on  normal, 
negative,  premalignant  and  malignant 
cases  to  additionally  require  evaluation 
and  feedback  on  cases  which  show 


reactive,  reparative,  or  atypical  changes. 
We  are  making  this  change  to 
correspond  to  the  addition  made  in 
paragraph  (c)(1)  requiring  that  slides 
showing  these  conditions  be  confirmed. 
Paragraph  (c)(4)(i)  in  this  section  was 
revised  to  require  that  each  individual’s 
workload  limit  be  established  based  on 
this  performance  evaluation.  We  agree 
with  the  commenters  that  monthly 
workload  limit  evaluation  is  unrealistic 
and  have  changed  this  requirement  to 
allow  for  workload  limit  reassessments 
not  less  frequently  than  every  six 
months.  This  does  not  preclude  more 
frequent  workload  limit  evaluations.  If 
adjustments  to  workload  limits  are 
needed  before  the  six  month  interval  for 
reassessment,  they  should  be  made  as 
necessary. 

Comment  A  large  number  of 
commenters  were  opposed  to  the 
requirement  under  §  493.1257(d)(1) 
specifying  that  at  least  10  percent  of  all 
gynecologic  cases  interpreted  by 
cytotechnologists  as  negative  for 
premalignant  or  malignant  conditions  be 
reexamined.  Many  recommended 
eliminating  this  requirement  and  several 
recommended  that  rescreening  be 
focused  on  those  patients  who  have 
been  identified  as  high  risk  or  who 
belong  to  a  population  group  identified 
as  high  risk.  Commenters  stated  that  a 
random  rescreening  of  negatives  was 
nonproductive  and  that  the  statistical 
probability  of  identifying  false  negatives 
by  this  method  was  remote.  Several 
published  articles  were  cited  and  one 
organization  provided  statistical 
analyses  to  support  this  conclusion.  On 
the  other  hand,  some  commenters 
supported  the  random  10  percent 
rescreen  and  felt  that  it  was  the  best 
available  method  for  evaluating  the 
ability  of  cytotechnologists  to  identify 
normal  or  negative  conditions.  One 
organization  recommended  deleting  the 
requirement  that  slides  be  reviewed 
before  reporting  patient  results,  because 
they  felt  that  such  a  requirement  would 
cause  significant  delays  in  reporting 
patient  results.  Another  conunenter 
suggested  that  any  individual  authorized 
by  the  laboratory  to  examine  cytologic 
preparations  should  be  able  to  rescreen 
slides,  not  necessarily  a  supervisor.  One 
commenter  asked  for  clarification  as  to 
whether  the  inclusion  of  negative  cases 
from  patients  identified  as  having  a  high 
probability  of  developing  cervical 
cancer  meant  that  all  of  these  cases 
must  be  rescreened  or  just  those  that 
would  be  needed  to  obtain  a  total  of  10 
percent  of  all  negative  cases.  A  few 
commenters  recommended  replacing  the 
rescreening  requirements  with  a 
requirement  for  inserting  blind 
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abnormals  into  the  routine  workload. 
They  said  that  this  is  a  more  effective 
method  for  determining  false  negative 
rates. 

Response:  The  reevaluation  of  10 
percent  of  gynecologic  cases  interpreted 
as  negative  for  malignant  or 
premalignant  conditions  has  been  a 
longstanding  quality  control  practice  in 
cytology.  Several  published  statistical 
analyses  have  shown  that,  depending  on 
the  cervical  cancer  prevalence  rate  for 
the  laboratory,  the  number  of  slides  that 
are  typically  rescreened  does  not  detect 
a  signiHcant  number  of  missed  cases  of 
cancer.  Rescrcening  slides,  however,  is  a 
method  that  is  readily  available  for 
assessing  an  individual's  ability  to 
correctly  interpret  negative  cases. 
Additionally,  misinterpretations  may  be 
detected  for  conditions  other  than  those 
that  are  classified  as  malignant  or 
premalignant.  Therefore,  we  are 
retaining  the  requirement  for 
reevaluating  at  least  10  percent  of  the 
cases  interpreted  by  individuals  not 
qualified  as  technical  supervisors  which 
would  not  otherwise  be  reevaluated. 

The  cases  to  be  included  for 
reexamination  are  those  found  negative 
for  reactive  or  reparative  changes  and 
atypical  cells  of  undermined 
significance,  as  well  as  premalignant 
and  malignant  conditions.  This  would 
include  cases  reported  as  negative  or 
normeil  or  showing  infections  other  than 
HPV.  Cases  for  this  review  must  be 
selected  at  random  from  the  total 
caseload  and  include  some  cases  from 
patients  or  groups  of  patients  which  can 
be  identiHed  as  having  an  increased  risk 
for  developing  cervical  cancer  (high  risk 
cases].  If  a  laboratory  evaluates  a  large 
number  of  cases  from  high  risk 
populations  that  account  for  more  than 
10  percent  of  its  caseload,  all  of  these  do 
not  need  to  be  reexamined,  however  we 
hope  that  the  laboratory  would 
determine  if  more  than  10  percent  of 
these  cases  need  to  be  reevaluated 
based  on  its  own  performance  statistics. 

To  ensure  that  this  review  is  done  in  a 
timely  manner,  we  are  retaining  the 
requirement  that  it  must  be  completed 
before  reporting  patient  results.  For 
clarification,  we  added  that  this  refers 
only  to  those  cases  selected  for  review. 
Laboratories  should  be  able  to  develop  a 
routine  system  to  accomplish  this 
review  so  as  not  to  result  in  significant 
delays  in  reporting.  Also,  we  are 
retaining  and  clarifying  the  requirement 
that  the  slide  reexamination  be  done  by 
a  cytotechnologist  who  meets  the 
qualifications  of  cytology  general 
supervisor  or  by  the  technical 
supervisor.  For  clariHcation,  we  have 
listed  who  can  perform  this  review;  a 


technical  supervisor  in  cytology,  a 
cytology  general  supervisor,  or  a 
cytotechnologist  who  has  the  experience 
specified  for  a  cytology  general 
supervisor.  This  does  not  mean, 
therefore,  that  only  those  individuals 
designated  as  the  laboratory's 
supervisors  can  perform  this  slide 
review,  but  any  cytotechnologist  who 
meets  the  experience  qualiHcations  for 
cytology  supervisor  can  do  so. 

The  insertion  of  blind  controls  into  the 
workload  is  another  method  to  evaluate 
performance,  but,  at  this  time,  cannot  be 
routinely  achieved  in  most  laboratories. 
Therefore,  we  are  not  specifying  the  use 
of  this  method;  however,  a  laboratory 
that  is  able  to  perform  this  type  of  slide 
review  is  encouraged  to  continue  to  do 
so  in  conjunction  with  other  quality 
control  and  quality  assurance  measures. 

Comment-  Several  commenters 
objected  to  the  requirement  for 
comparing  all  premalignant  and 
malignant  cytologic  results  with  the 
histopathology  report,  if  available  in  the 
laboratory  or  through  the  State  health 
department  as  described  in 
§  493.1257(d)(2).  The  primary  concern 
noted  by  most  individuals  and 
organizations  is  requiring  the  laboratory 
to  obtain  reports  from  State  health 
departments.  They  said  that  this  will  be 
extremely  burdensome  for  both  the 
laboratories  and  the  health  departments, 
especially  since  many  laboratories 
receive  specimens  from  multiple  States 
and  patients  may  change  residency  from 
State  to  State. 

A  few  commenters  suggested  that  the 
requirement  be  revised  to  require  only 
in-house  report  comparison.  One 
commenter  noted  that  interpretations  of 
histopathology  reports  are  as  variable 
as  cytology  Pap  smear  reports  and  that 
it  will  be  difficult  to  determine  the 
causes  for  discrepancies. 

Response:  We  recognize  that 
discrepancies  between  histopathology 
and  cytology  results  may  be  due  to  ^e 
subjective  nature  of  the  interpretations 
or  to  sampling  differences.  However,  the 
laboratory's  comparison  of 
histopathology  and  cytology  results  is  a 
valuable  quality  control  activity  and 
when  discrepancies  are  found,  useful 
information  can  be  generated.  We  are 
retaining  this  requirement,  therefore, 
with  one  modification.  We  agree  with 
the  commenters  that  at  this  time,  many 
State  health  departments  are  not 
equipped  to  retrieve  tissue  reports  and, 
therefore,  are  deleting  this  requirement. 

Comment-  There  were  a  number  of 
objections  to  the  requirement  under 
S  493.1257(d)(3)  for  review  of 
gynecologic  specimens  from  the  last  five 
years  for  current  malignant  and 


premalignant  cases.  Commenters 
objected  to  both  the  time  frame  for  this 
review  as  well  as  the  inclusion  of  some 
premalignant  conditions.  Suggestions 
ranged  from  leaving  the  review  to  the 
discretion  of  the  technical  supervisor  to 
changing  from  the  previous  5  years  to 
the  previous  one  or  two  years  or  the 
previous  one  or  two  slides.  Commenters 
said  that  it  was  improbable  that 
abnormal  cells  would  be  missed 
consistently  over  5  years.  Some 
organizations  and  individuals 
recommended  that  this  review  should  be 
conducted  only  for  newly  diagnosed 
cases  with  high  grade  lesions  or  worse. 
They  stated  that  it  would  be  very  time 
consuming  and  could  result  in  the 
review  of  a  large  number  of  cases  to 
comply  with  this  requirement  for  low 
grade  or  condylomatous  lesions  and  that 
the  effort  would  have  no  clinical  value 
or  benefit  to  patients.  A  few 
commenters  asked  what  the  laboratory 
was  supposed  to  do  with  the  results  of 
this  retrospective  review.  They 
contended  that  this  activity  is  to  be  used 
as  an  educational  tool  for  quality 
assurance  purposes  and  recommended 
that  if  a  missed  positive  slide  is  found, 
the  laboratory  should  only  issue  an 
amendment  report  if  it  would  impact  on 
patient  management  or  treatment. 

Response:  "nie  primary  purpose  for 
this  retrospective  slide  review  is  to 
evaluate  the  slide  examination 
performance  of  individuals.  We  agree 
with  the  commenters  that  this  review 
should  be  limited  to  current  cases 
showing  high  grade  intraepithelial 
lesions  or  worse,  which  includes 
moderate  dysplasia  or  CIN-2  or  above, 
and  have  modified  the  requirement 
accordingly.  Although  we  were 
interested  in  decreasing  the  5  year  time 
period,  we  were  prevented  from  doing 
so  by  the  statutory  requirements  for 
reviewing  all  prior  available  specimens. 
Since  slides  must  be  held  for  5  years, 
available  specimens  should  date  back 
through  that  time  period.  We  are  not 
requiring  that  laboratories  issue 
amended  reports  of  results  found  on  this 
retrospective  review  that  have  minor 
differences  from  the  original  report  that 
would  have  no  impact  on  patient  care. 
However,  if  significant  discrepancies 
are  found  that  would  effect  patient  care 
the  laboratory  must  notify  the  patient's 
physician  and  issue  an  amended  report. 

Comment  The  annual  statistical 
evaluation  requirement  under 
§  493.1257(d)(4)  was  opposed  by  a  few 
commenters.  Some  felt  that  specific 
requirements  should  not  be  defined  and 
that  the  development  of  a  credible 
evaluation  system  should  be  the 
responsibility  of  the  technical 
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supervisor.  Some  thought  that  these 
recordkeeping  requirements  were 
burdensome  and  that  some  items  should 
be  deleted,  such  as  the  number  of  cases 
for  which  histology  results  were 
unavailable.  Others  were  concerned 
about  the  ability  of  some  laboratories, 
especially  those  that  do  not  have 
automated  information  management 
systems,  to  provide  this  documentation. 

A  few  commenters  wanted  claribcation 
on  the  requirement  for  documenting  the 
number  of  unsatisfactory  specimens  per 
physician  and  wondered  whether  this 
information  should  be  maintained  only 
in  the  laboratory  or  sent  to  the 
individual  physicians. 

Response:  Ibe  goal  of  this  annual 
statistical  evaluation  is  for  each 
laboratory  to  obtain  data  which 
describes  its  overall  case  mix  with 
respect  to  specimen  types  and  diagnoses 
as  well  as  the  general  false  negative 
rate.  These  data  can  then  be  used  as  a 
baseline  to  compare  the  case  reviews  of 
each  individual  as  specibed  under 
§  493.1257(d)(5).  We  recognize  that  if  a 
laboratory  does  not  have  a  mechanism 
in  place  to  collect  and  analyze  this 
information  the  initial  implementation 
may  take  time.  However,  once  a  system 
is  in  operation,  these  statistics  will 
provide  invaluable  to  the  laboratory  in 
assessing  its  performance  and  the 
performance  of  individuals.  With  the 
exception  of  records  for  unsatisfactory 
specimens,  we  are  retaining  this 
requirement  as  proposed. 

The  intent  for  requiring  records  for  the 
annual  number  of  unsatisfactory 
specimens  submitted  by  each  physician 
or  laboratory  was  to  enable  the 
laboratory  to  recognize  trends.  The 
laboratory  then  would  have  the  option 
of  sending  these  statistics  to  individual 
physicians  or  notifying  them  m  some 
other  manner  of  improper  specimen 
collection  or  prepetration.  We  recognize 
that  laboratories  without  computerized 
record  systems  may  find  this 
requirement  difficult  to  meet,  and  have 
therefore  deleted  it.  However,  we  have 
included  under  the  documentation  of  the 
volume  of  cases  reported  by  diagnosis, 
the  number  reported  as  unsatisfactory 
for  diagnostic  interpretation.  Therefore, 
the  laboratory  should  have  annual 
overall  statistics  on  the  total  volume  of 
specimens  submitted  for  each  specimen 
type  that  were  determined  to  be 
unsatisfactory. 

Comment:  A  few  commenters 
objected  to  §  493.1257(d)(5),  which 
requires  the  laboratory  to  compare  the 
case  reviews  of  each  individual 
examining  sbdes  with  the  overall 
laboratory  statistics  and  document 
discrepancies.  One  commenter  felt  that 


this  review  and  documentation  should 
only  be  necessary  for  individuals  who 
are  poor  performers. 

Response:  The  comparison  of  each 
individual’s  case  reviews  with  the 
laboratory's  overall  statistics  is 
intended  to  provide  a  mechanism  for 
evaluating  each  individual’s 
performance  and  to  assure  that  poor 
performance  is  identified.  It  is  not  meant 
as  a  punitive  or  remedial  measure. 
Therefore  we  are  retaining  this 
requirement. 

Comment:  A  small  number  of 
comments  were  received  on  the 
laboratory  report  requirements  as  listed 
under  §  493.1257(e}.  A  few  individuals 
noted  that  there  is  no  consensus 
agreement  in  the  cytology  community  on 
the  definition  for  smears  that  are 
unsatisfactory  for  diagnostic 
interpretation.  One  organization 
suggested  that  endometrial  cells  should 
be  reported  if  present  and  not  only  if 
"present  out  of  cycle’’  as  stated  under 
§  493.1257(e)(3).  Another  organization 
felt  that  the  ordering  physician  should 
determine  the  appropriate  follow-up 
actions  and  that  the  requirement  for  a 
follow-up  recommendation  on  the  report 
as  specified  under  $  493.1257(e)(5) 
should  be  eliminated. 

In  addition,  in  response  to  our  request 
for  public  comment  on  requiring  The 
Bethesda  System  to  report  Pap  smear 
results,  several  commenters  were  in 
support  of  such  a  requirement,  but  most 
commenters,  while  they  supported  its 
use,  were  opposed  to  requiring  it.  Some 
thought  that,  if  required,  it  should  be 
phased'in  or  delayed  to  give  everyone 
time  to  become  familiar  with  it  and  for 
the  system  to  be  standardized  and 
accepted.  Several  organizations  said 
that  The  Bethesda  System  was  still 
evolving  and  not  yet  widely  used,  and  a 
few  were  concerned  that  requiring  its 
use  at  this  time  may  impede  its  further 
development.  A  few  commenters 
suggested  requiring  the  use  of 
descriptive  terminology,  such  as  The 
Bethesda  System  or  other  nomenclature, 
giving  the  laboratories  the  option  to 
choose. 

Response:  We  are  changing 
§  493.1257(e)  to  reflect  recommendations 
made  by  commenters.  We  are  not 
requiring  the  use  of  The  Bethesda 
System,  but  are  specifying  that  the 
laboratory  report  must  contain 
narrative,  descriptive  nomenclature  for 
all  results.  While  we  are  in  support  of 
using  The  Bethesda  System  to  report 
patient  results,  other  terminology  is 
acceptable,  as  long  as  it  is  descriptive. 
The  Papanicolaou  numerical 
classification  system  is  not  acceptable. 
Since  a  descriptive  report  is  required, 


we  have  deleted  specific  requirements 
for  reporting  endometrial  cells,  viral 
infections  and  follow-up 
recommendations.  The  presence  of 
endometrial  cells  and  viral  infections 
are  part  of  descriptive  reporting  and 
laboratories  should  determine  when 
follow-up  recommendations  are 
appropriate.  We  are  retaining  the 
requirement  for  reporting  unsatisfactory 
smears  as  mandated  by  CLIA.  The 
laboratory  must  define  its  criteria  for 
categorizing  smears  as  unsatisfactory 
and  notify  physicians  if  they  receive 
specimens  which  are  unsatisfactory  for 
diagnostic  interpretation. 

Comment:  A  few  commenters  were 
opposed  to  the  slide  retention 
requirements  under  §  §  493.1257  (g)  and 
(h).  Some  recommended  that  all  slides 
be  retained  for  5  years,  rather  than  5 
years  for  negatives  and  10  years  for 
premalignant  or  malignant  cases,  adding 
that  there  was  no  significant  advantage 
to  retaining  abnormal  slides  longer  than 
negative  slides,  since  they  automatically 
initiate  patient  management.  A  few 
commenters  suggested  retaining 
negative  slides  for  only  2  or  3  years  in 
order  to  reduce  the  amount  of  storage 
space  required  and  a  few  suggested 
retaining  all  slides  indefinitely. 

Response:  We  are  revising  and 
combining  the  slide  retention 
requirements  under  §  493.1257(g)  to 
require  that  all  slides  be  retained  5 
years.  This  change  should  simplify  the 
slide  filing  system  for  laboratories  while 
assuring  that  slides  are  available  for 
review  with  the  tissue  reports  of  a 
follow-up  biopsy.  Laboratories  have  the 
flexibility  of  retaining  slide  preparations 
for  longer  time  periods  if  they  feel  this 
will  aid  in  the  provision  of  better  patient 
care. 

Comment  One  organization  and  a  few 
individtials  objected  to  the  requirement 
for  cytology  laboratories  to  obtain  HHS 
approval  for  donating  slide  preparations 
to  an  approved  proficiency  testing 
program  as  required  under  §  493.1257(i). 
They  said  that  requiring  HHS  approval 
would  impede  contributing  slides  to  a 
program. 

Response:  We  agree  with  this 
comment  and  are  deleting  the 
requirement  that  a  laboratory  must 
obtain  HHS  authorization  to  loan  slides 
to  an  approved  proficiency  testing 
program.  Instead,  a  laboratory  may  loan 
slides  to  any  proficiency  testing 
program,  without  regard  to  whether  the 
program  has  been  approved  by  HHS. 
This  revision  was  made  to  allow  PT 
programs  to  collect  the  slides  needed  to 
assemble  test  sets  which  must  be  done 
prior  to  seeking  HHS  approval.  If  slides 
have  been  retained  by  the  laboratory 
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less  than  5  years,  the  laboratory  must 
have  written  acknowledgment  from  the 
proficiency  testing  program  of  the  slide 
transfer.  This  requirement  has  been 
combined  with  the  requirement  for  slide 
retention  \mder  §  493.1257(g).  In 
addition,  we  have  added  a  provision  for 
laboratories  that  loan  or  refer  slides  for 
purposes  other  than  PT  to  maintain 
documentation  of  the  loan  or  referral, 
and  that  all  slides  must  be  retrievable 
upon  request. 

Comment:  An  overwhelming  number 
of  individuals  and  organizations  were 
opposed  to  the  requirement  at 
§  493.1257(j)  that  ^e  laboratory  must 
report  all  malignant  and  premalignant 
gynecologic  cases  to  its  State  health 
department.  The  majority  of  commenters 
recommended  deleting  this  requirement, 
noting  concerns  with  feasibility,  cost, 
and  maintenance  of  patient 
confidentiality.  Several  State  health 
departments  questioned  the  reason  for 
this  reporting  and  they,  along  with  other 
commenters,  noted  that  many  State 
health  departments  have  no  mechanism 
in  place  to  receive  these  reports  and 
most  have  no  resources  to  establish 
such  a  registry.  Some  recommended  that 
the  wording  of  the  regulation  be 
changed,  adding  “if  so  directed  by  the 
State.”  One  commenter  recommended 
that  if  the  purpose  for  this  requirement 
is  to  set  up  a  data  bank,  then  it  should 
be  done  on  a  national  level  with  a 
central  registry  at  the  CDC. 

Additionally,  some  commenters  noted 
that  a  large  volume  of  cases  would  be 
reported  if  premalignant  conditions  such 
as  dysplasia  and  HPV  infection  are 
included.  Several  laboratories  suggested 
that  the  physician  should  report 
premalignant  and  malignant  cases  to  the 
State  since  the  physician  would  have 
more  information  on  the  patient’s  status 
and  usually  would  be  practicing  in  the 
State  in  which  the  patient  resides. 
Several  physicians  stated  that  this 
requirement  infringes  on  the  right  of 
privacy  and  would  compromise  patient 
conHdentiality.  A  few  commenters  noted 
that  the  requirement  should  be  clarified 
to  address  how  laboratories  should 
report  interstate  cases,  specifically 
those  situations  in  which  the  laboratory 
reports  results  to  the  State  in  which  it  is 
located  but  the  patient  is  a  resident  of 
another  State.  A  few  States  pointed  out 
that  they  have  no  interest  in  test  reports 
of  nonresidents  whose  specimens  were 
examined  within  their  State. 

Response:  We  recognize  the 
difficulties  associated  with  this 
requirement  and  agree  with  many  of  the 
comments.  Therefore,  we  are  deleting 
I  493.1257(1) 


Comment'  A  few  commenters 
indicated  that  the  regulations,  at 
S  493.1259  Standard:  Histopathology, 
should  be  applicable  to  the  laboratory 
that  prepared  the  slides  not  the 
individual  examining  the  slides. 

Response:  CUA  requirements  apply 
only  to  those  facilities  that  perform 
“*  *  *  examinations  of  materials 
derived  from  the  human  body  for  the 
purpose  of  providing  information  for  the 
diagnosis,  prevention,  or  treatment  of 
any  disease  *  *  **’  and  does  not  apply 
to  facilities  that  prepare  specimens  for 
examinations.  It  is  the  responsibility  of 
the  laboratory  to  ensure  that  the 
specimens  it  receives  are  properly 
labeled,  processed  and  stained  for 
examination,  and  are  transported  to  it  in 
a  manner  that  assures  safe  and  intact 
receipt  of  the  specimen. 

The  requirements  for  specimen 
submission  procedures  for  referral 
specimens  are  in  subpart  J,  Patient  Test 
Management. 

Comment:  A  few  commenters  felt  that 
it  was  not  necessary  to  document 
control  slide  results  as  required  under 
S  493.1259(a). 

Response:  We  disagree  with  the 
commenters.  All  quality  control  staining 
procedures  in  histopathology  must  be 
performed  and  documented  in 
accordance  with  the  requirements  at 
§  493.1218(f)  (1)  and  (2)  of  this  subpart 
and  with  the  requirement  here  at 
§  493.1259(a).  Documentation  of  quality 
control  performance  is  necessary  to 
provide  records  of  the  performance  of 
the  quality  control,  to  determine  if  there 
is  a  problem  with  the  staining  materials 
or  procedures,  or  to  alert  the  laboratory 
to  an  unsatisfactory  trend  in  quality 
control  results.  We  are  retaining  the 
requirement  at  §  493.1259(a)  which 
requires  documentation  of  ^e  reaction 
of  the  control  slides  with  each  special 
stain  used. 

Comment:  Several  pathologists  and  a 
professional  organization  recommended 
that  the  time  frame  for  maintaining 
paraffin  tissue  blocks  be  changed  from  2 
years,  as  required  under  §  493.1259(b),  to 
10  years. 

Response:  Section  493.1259(b),  which 
requires  laboratories  to  retain  paraffin 
tissue  blocks  for  at  least  2  years  from 
the  date  of  examination,  is  a  minimum 
requirement.  A  laboratory  may  be 
required  under  State  law  to  retain 
paraffin  tissue  blocks  for  longer  time 
periods  or  the  laboratory  may  choose  to 
retain  paraffin  tissue  blocks  for  longer 
periods  of  time. 

Comment:  Several  pathologists  and  a 
professional  organization  objected  to 
the  retention  of  surgical  specimens  “in  a 
fixative  solution"  as  required  in 


S  493.1259(c).  A  few  commenters  noted 
that  there  were  times  when  fresh  tissue 
material  is  better  if  refrigerated  and  that 
some  Hxative  solutions  were  deemed 
hazardous  by  OSHA  and  EPA. 

Response:  We  agree  with  the 
commenters  that  the  requirement  foi 
surgical  specimens  to  be  retained  in  a 
Hxative  solution  was  prescriptive  and 
may  pose  a  safety  hazard.  The 
requirement  is  intended  to  assure  that 
tissue  fragments  are  satisfactorily 
preserved  in  the  event  they  are  needed 
for  further  examination.  We  are  revising 
S  493.1259(c)  to  state  that  remnants  of 
tissue  specimens  must  be  retained  in  an 
appropriate  manner  that  results  in  the 
preservation  of  the  tissues  until  the 
portions  submitted  for  microscopic 
examination  have  been  examined  and  a 
diagnosis  made  by  an  authorized 
individual. 

Comment:  A  few  commenters 
recommended  that  §  493.1259(e)  be 
clarified  or  deleted  because  there  is  no 
speciHc  system  of  histopathologic 
terminology  and  they  did  not  want  to 
rely  on  one  particular  nomenclature  for 
reporting  tissue  results.  Several 
hospitals  indicated  that  this  reporting 
requirement  is  a  duplication  of  activities 
normally  performed  by  the  medical 
records  department. 

Response:  We  did  not  specify  under 
§  493.1259(e)  the  type  of  terminology 
that  a  laboratory  must  use  to  report 
tissue  pathology  results.  This 
requirement  requires  laboratories  to  use 
“acceptable  terminology  of  a  recognized 
system  of  tissue  nomenclature”  and 
does  not  restrict  the  laboratory  to  any 
one  particular  nomenclature. 

Comment:  Numerous  commenters 
objected  to  the  mandatory  reporting  of 
all  biopsy-confirmed  cases  of  cervical 
cancer  by  the  laboratory  to  its  State 
health  department  and  requested  the 
deletion  of  §  493.1259(f).  Several 
commenters  stated  that  many  State 
health  departments  have  no  tumor 
registry  of  this  type  and  no  resources  for 
its  establishment.  A  few  noted  that 
many  localities  already  have  tumor 
registries  to  which  these  cases  are 
reported  and  reporting  to  the  State 
health  departments  would  be  a 
duplication  of  effort.  A  few  commenters 
said  that  this  reporting  should  be  the 
responsibility  of  the  patient’s  clinician, 
not  the  laboratory,  and  many  were 
concerned  about  the  effect  of  this 
requirement  on  patient  confidentiality. 
Several  commenters  said  that  the 
requirement  should  be  clarified  to 
specify  procedures  for  handling  cases  in 
which  the  laboratory  is  located  in  a 
State  that  is  different  from  the  one  in 
which  the  patient  resides. 
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Response:  This  requirement  was 
established  to  assist  laboratories  in 
tracking  and  obtaining  follow-up 
biopsies  from  client  physicians  who 
submit  Pap  smears  to  one  laboratory 
and  biopsy  specimens  to  another.  We 
believed  that  a  central  repository  in 
each  State  containing  laboratory 
reported  biopsy  results  would  provide  a 
mechanism  by  which  all  laboratories 
could  make  comparisons  between 
cytology  and  histology  results  as 
required  in  §  493.1257(d)(2).  However, 
we  recognize  the  logistical 
complications  involved  in  this  type  of 
interactive  tumor  registry,  and,  since 
many  States  are  unable,  at  this  time,  to 
comply  with  this  requirement,  we  are 
deleting  it  from  the  regulations. 

Comment:  Several  commenters  stated 
that  radiobioassay  in  §  493.1263  is  not 
one  of  the  established  specialty  areas 
and  that  this  specialty  of  testing 
essentially  was  part  of  chemistrj',  the 
only  difference  was  the  qualifications  of 
the  technical  supervisor. 

Response:  Radiobioassay  as  a 
category  of  testing  was  established  to 
include  those  tests  that  involve  the  in- 
vivo  administration  of  radioactive 
materials  to  a  patient  and  the 
subsequent  measurement  of 
radioactivity  in  body  fluids  in  order  to 
evaluate  body  functions,  and  is  a 
separate  specialty  area  from  chemistry. 

Comment:  A  professional  organization 
recommended  changing  the  wording  of 
proposed  Condition:  Histocompatibility. 
§  493.1265(a)(6)  to  read  “make  every 
reasonable  attempt  and  effort  to  obtain 
and  have  available  the  appropriate 
serum  samples  from  all  potential  renal 
transplant  recipients.” 

Response:  We  agree  with  the 
commenters  that  this  requirement  is  too 
restrictive  and  not  practical.  Thus,  we 
are  requiring  that  laboratories  document 
their  efforts  to  reasonably  obtain  serum 
specimens  for  all  potential  transplant 
recipients  at  initial  typing,  for  periodic 
screening,  pretransplantation 
crossmatch,  and  following  sensitizing 
events.  We  are  including  this  change  at 
§  493.1265(a)(2)(ii). 

Comment:  Several  commenters 
questioned  whether  proposed 
§  493.1265(a)(10)  and  (a)(18)(ii)  apply 
only  to  renal  transplant  recipients  or  if 
they  apply  to  all  types  of  organs.  The 
commenters  were  concerned  about  the 
cost  of  complying  with  these 
requirements. 

Response:  This  provision  applies  to 
renal  as  well  as  non-renal  solid  organ 
transplants,  especially  to  sensitized 
recipients.  Monthly  antibody  screening 
of  recipient  serum  can  be  beneHcial  in 
regulating  the  dosage  of  the 
immunosuppressive  drug(s)  as  well  as 


providing  retrospective  data  to  monitor 
any  problems  that  may  arise.  For  non- 
sensitized  patients,  monthly  screening 
may  not  be  necessary,  but  it  is 
desirable.  We  are  including  this 
provision  at  §  493.1265(a)(6)(i)  and 
(a)(8)(i)(B). 

We  are  modifying  §  493.1265(b)(1)  to 
accommodate  living  donor  liver  and 
pancreas  transplants,  a  procedure  that 
has  been  performed  for  the  last  18 
months.  In  these  instances,  the  mixed 
lymphocyte  culture  test,  while  listed  as 
an  exception  to  the  requirement  at 
§  493.1265(b)(1),  is  helpful  and  is  one  of 
the  compatibility  testing  options  stated 
in  §  493.1265(a)(10)  (formerly 
§  493.1265(a)(20)).  Section  493.1265(b)(1) 
now  states  that  "for  transfusions  and 
other  non-renal  transplantation, 
excluding  bone  marrow  and  living 
transplants  all  the  requirements 
specified  in  this  section,  as  applicable, 
except  for  the  performance  of  mixed 
lymphocyte  cultures  must  be  met." 

Comment:  Several  individuals  noted 
that  renal  transplant  compatibility 
testing  does  not  frequently  incorporate 
DNA  analysis  and  suggested  that  this  be 
deleted  from  proposed  §  493.1265(a)(20). 

Response:  We  disagree  with  the 
commenters.  DNA  analysis  is  an 
applicable  procedure  for  renal  and  non- 
renal  transplants.  In  renal  transplants  it 
could  be  used  for  compatibility  testing 
as  an  alternative  to  the  mixed 
lymphocyte  culture  test. 

Comment:  Several  commenters 
suggested  that  proposed 
§  493.1265(a)(12)  be  revised  to  require 
verification  of  the  efficacy  of  those 
immunologic  reagents  used  to  remove 
contaminating  cells  during  the  isolation 
of  lymphocytes. 

Response:  We  agree  with  the 
commenters.  Based  on  commenters' 
suggestions,  we  are  including  reagents 
other  than  ABO  antisera.  The  regulation 
now  states  “If  the  laboratory  utilizes 
immunologic  reagents  such  as 
antibodies  or  complement  to  remove 
contaminating  cells  during  the  isolation 
of  lymphocytes  or  lymphocyte  subsets, 
the  efficacy  of  the  methods  must  be 
verified  with  appropriate  qualitjr  control 
procedures.”  We  are  including  this 
change  at  §  493.1265(a)(12). 

Comment:  A  professional  organization 
suggested  that  “or  proficiency  testing 
program”  be  added  after  “regional  cell 
exchange”  in  proposed  §  493.1265(a)(24). 

Response:  We  disagree  with  the 
commenter.  We  have  not  yet  established 
requirements  for  approval  of  proficiency 
testing  programs,  however,  the 
histocompatibility  proficiency  testing 
program  currently  offered  by  CAP/ASHI 
is  considered  an  acceptable  cell 
exchange  program. 


Comment:  Many  commenters  stated 
that  S  493.1265(b)(3)  should  not  be 
applicable  to  non-renal  solid  organ 
transplants  because  it  would 
significantly  increase  the  amount  of  time 
required  to  perform  the  transplant  and 
with  the  application  of 
immunosuppressive  drugs,  many 
recipients  are  transplanted  successfully. 

Response:  Although  we  disagree  with 
the  commenters,  we  are  modifying 
§  493.1265(b)(3)  to  permit  life  saving 
non-renal  solid  organ  transplants  to  be 
performed  prior  to  completion  of  the 
final  crossmatch  provided  records 
document  the  emergency  basis  for  the 
transplant.  The  short  term  viability  of 
liver,  heart,  and  pancreas  organs  after 
removal  from  the  donor  is  often 
insufficient  time  for  the  laboratory  to 
complete  the  crossmatch.  However,  for 
those  individuals  that  exhibit 
presensitization,  we  are  continuing  to 
require  the  crossmatch  prior  to 
transplant.  When  transplants  are 
performed  prior  to  the  crossmatch  for 
emergency  situations  or  at  the  discretion 
of  the  patient's  physician,  we  are 
requiring  that  the  laboratory  document 
the  reason(s)  if  provided  by  the  patient's 
physician. 

Comment:  Several  commenters  felt 
that  several  requirements  in  §  493.1265 
do  not  apply  to  disease-associated 
studies  or  parentage  testing  as  required 
under  §  493.1265(c).  They  felt  that  the 
requirements  concerning  crossmatching 
or  antibody  screen  do  not  apply. 

Response:  We  agree  with  the 
commenters  that  crossmatching  and 
antibody  screening  do  not  apply  to 
parentage  testing  and  disease- 
associated  studies.  Therefore,  we  are 
modifying  §  493.1265(c)  to  exclude 
antibody  screening  and  crossmatching 
along  with  mixed  lymphocyte  cultures. 

Comment:  Many  commenters  felt  that 
§  493.1265(d),  which  requires  the 
laboratory  to  assure  the  donor  is  tested 
for  HIV  reactivity,  places  an  unrealistic 
responsibility  on  the  histocompatibility 
laboratory  and  that  this  should  be  the 
responsibility  of  the  Organ  Procurement 
Agency  or  the  transplant  center. 

Response:  We  agree  with  the 
commenters  that  it  is  not  appropriate  to 
require  histocompatibility  laboratories 
to  assure  HIV  testing  of  donors. 
Therefore,  we  are  modifying 
§  493.1265(d)  to  require  those 
histocompatibility  laboratories  that 
perform  HIV  testing  to  meet  the 
requirements  of  §  493.1241. 

Comment:  Several  laboratories  did 
not  feel  that  they  should  have  to  perform 
HIV  testing  as  required  under 
§  493.1265(d).  Several  individuals  stated 
that  it  would  cause  delays  in 
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transplantation  and  given  the  condition 
of  the  patient  HIV  testing  should  not  be 
required. 

Response:  We  agree  with  the 
commenters  and  are  revising 
§  493.1265(d)  to  require  that  any 
laboratory  performing  and  reporting 
HIV  reactivity  testing  on  organ  donors 
must  meet  the  requirements  at 
§  493.1241. 

Comment  A  few  commenters 
disagreed  with  the  HCFA  Common 
Procedures  Coding  System  (HCPCS)  list 
categorization  of  HLA  B27  testing  in  the 
certification  category  of 
histocompatibility  since  the  commenters 
believe  that  the  histocompatibility 
testing  quality  control  requirements  are 
not  applicable  to  HLA  B27  testing. 

Response:  We  disagree  with  the 
commenters.  We  are  retaining  disease 
associated  antigen  testing  in  the 
specialty  of  histocompatibility  because 
we  believe  that  the  expertise  of  the 
technical  supervisor  is  necessary  for 
performing  this  test. 

Comment  A  few  commenters  said 
that  the  word  “adequate"  appeared  in 
three  of  four  explanatory  paragraphs 
under  S  493.1267.  Condition:  Clinical 
Cytogenetics,  but  was  never  defined. 

Response:  In  accordance  with 
§  493.1213,  Standard;  Establishment  and 
veriHcation  of  method  performance 
specifications,  the  laboratory  will  deHne 
the  number  of  cells  to  be  examined  for  X 
and  Y  chromatin  counts  and  the  number 
of  karyotypes  prepared  for  each  patient 
that  it  determines  to  be  adequate  in 
order  to  meet  the  laboratory's  stated 
performance  specifications.  We  are 
retaining  §  493.1267  (a)  and  (b)  as 
written.  However,  we  are  replacing  the 
word  “adequate"  in  §  493.1267(c)  with 
the  words  “accurate  and  reliable”  to  be 
consistent  with  the  language  used  in 
subpart  J,  Patient  Test  Management. 

Comment  Other  individuals  noted 
that  many  parts  of  §  493.1201  to 
§  493.1221  do  not  apply  to  cytogenetics 
such  as  the  inclusion  of  positive  and 
negative  controls. 

Response:  The  regulations  at 
§  493.1201  to  5  493.1221  have  been 
written  to  apply  to  a  wide  variety  of 
testing  facilities.  The  laboratory  must 
adhere  to  those  requirements  applicable 
to  the  scope  of  testing  it  performs. 

If  the  inclusion  of  positive  and 
negative  controls  with  each  run  of 
specimens  is  not  applicable  to 
cytogenetics,  then  the  laboratory  need 
not  comply  with  that  requirement,  as 
stated  in  the  hrst  paragraph  of 
§  493.1267. 

Comment  Several  health  care 
providers  suggested  that  §§  493.1269, 
Condition:  Immunohematology,  and 
493.1285,  Standard:  Investigation  of 


transfusion  reactions,  be  deleted  and 
replaced  with  reference  to  the 
appropriate  parts  of  21  CFR. 

Response:  The  regulations 
promulgated  by  FDA  and  HCFA  are 
based  on  different  laws.  The  FDA 
regulations  are  directed  towards 
establishments  which  collect  blood  and 
blood  components  in  other  than 
emergency  situations,  perform 
therapeutic  collection  or  apheresis  with 
no  destruction  of  resulting  product  or 
prepare  frozen  deglycerolized,  washed, 
rejuvenated,  or  leucocyte-poor  red  blood 
cells  and/or  recovered  human  plasma. 
HCFA  is  responsible  for  regulating 
transfusion  service  facilities  and 
laboratories  performing  HIV,  hepatitis 
and  sy^ihilis  testing  for  registered  blood 
establishments.  FDA  regulations  are 
product  oriented  while  HCFA 
regulations  are  patient  oriented.  For  this 
reason,  we  are  retaining  §  §  493.1269  and 
493.1265  as  a  supplement  to  those 
published  by  the  FDA,  but  whenever 
possible  we  have  adopted  the  FDA 
regulations  for  blood  and  blood 
products. 

Comment  A  few  commenters  said 
that  the  requirements  for 
immunohematology  under  §§  493.1269 
and  493.1285  were  too  specific,  while 
others  wanted  more  specifics  for  testing 
the  Du  variant. 

Response:  We  are  retaining  the 
requirements  under  §§  493.1269  and 
493.1285  since  they  are  compatible  with 
the  FDA  requirements.  Except  where 
noted,  the  intent  of  this  regulation  is  to 
allow  laboratories  the  flexibility  to 
determine  the  appropriate  tests  for  their 
patient  population  and  scope  of 
operation.  For  this  reason,  the 
requirement  at  §  493.1269(c)  does  not 
address  when  Du  variant  testing  be 
performed.  However,  as  with  all  test 
procedures,  when  Du  variant  testing  is 
performed,  it  must  be  in  accordance 
with  manufacturer’s  instructions  and  the 
applicable  quality  control  requirements 
of  this  subpart  We  are  making 
supplemental  changes  to  the  regulations 
requiring  positive  identifications  of  the 
blood  products  recipient  at  §  493.1273(d) 
and  monitoring  and  inspection  of  the 
blood  products  refrigerator  at 
§  493.1275(a)  and  (b). 

Comment  Several  technologists  noted 
that  the  requirement  under  proposed 
§  493.1283,  Standard:  Retention  of 
Transfused  Blood,  does  not  set  retention 
time  frames  nor  does  it  reference  other 
standards  that  should  be  observed. 
Other  commenters  wondered  if  the 
intention  of  this  regulation  was  that  all 
components  and  retained  specimens 
were  to  be  stored  in  an  alarmed  system. 

Response:  The  intent  of  this  regulation 
is  to  allow  laboratories  the  flexibility  to 


determine  an  appropriate  length  of  time 
to  retain  samples  of  transfused  blood  in 
the  event  that  post-transfusion  testing 
becomes  necessary.  The  regulation  did 
not  intend  to  require  that  these  samples 
be  retained  in  an  alarmed  system.  There 
was  no  mention  of  alarmed  systems  at 
§  493.1283.  We  are  retaining  the 
regulation  at  $  493.1283  with  a 
modification  only  to  the  paragraph  title 
where  we  have  added  the  word 
“samples"  which  changes  the  title  to 
“Standard;  Retention  of  Samples  of 
Transfused  Blood." 

Comment  A  few  commenters 
suggested  that  in  §  493.1285,  Standard: 
Investigation  of  Transfusion  Reactions, 
the  words  “Where  appropriate  and 
possible"  be  added  to  the  second 
sentence  to  read  “Where  appropriate 
and  possible,  the  facility  must  (change 
to  should]  document  that  all  necessary 
remedial  actions  are  taken  to  prevent 
future  recurrences  of  transfusion 
reactions"  as  many  reactions  are 
unavoidable  and  not  under  the  control 
of  the  laboratory. 

Response:  We  disagree  with  the 
commenters  because  transfusion 
reactions  are  potentially  life  threatening 
events  and  we  expect  that  every 
laboratory  involved  in  transfusion 
services  will  treat  them  as  such. 
Therefore,  we  are  retaining  the  language 
at  §  493.1285,  which  states  that  “The 
facility  must  document  that  all 
necessary  remedial  actions  are  taken  to 
prevent  *  *  *",  Hiis  language  allows  the 
laboratory  some  flexibility  in 
determining  appropriate  action  to  be 
taken  when  a  transfusion  reaction 
occurs.  If  the  investigation  reveals  that 
action  must  be  taken  to  prevent  future 
recurrences  then  appropriate  policies 
must  be  established  and  the  corrective 
action  must  be  documented. 

Changes  to  the  Regulation 

Section  493.1201  Condition:  General 
Quality  Control 

We  are  revising  this  condition  to 
clarify  that  procedures  HCFA  approves 
as  equivalent  will  be  specified  in 
appendix  C  of  the  State  Operations 
Manual. 

Section  493.1202  Standard;  Moderate 
or  High  Complexity  Testing,  or  Both 

Effective  from  September  1, 1992  to 
September  1, 1994. 

We  are  adding  this  standard  to 
explain  the  applicability  of  the  quality 
control  requirements  from  September  1, 
1992,  to  2  years  thereafter.  This  standard 
is  providing  a  2-year  phase-in  of  quality 
control  requirements  for  laboratories 
performing  tests  of  moderate  complexity 
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using  an  instrument,  kit,  or  test  system 
cleared  by  the  FDA  through  the  510(k)  or 
PMA  process. 

Section  493.1203  Standard;  Facilities 

The  contents  of  this  section  are  being 
redesignated  as  §  493.1204,  with  the 
exception  of  electrical  power  variances, 
which  are  now  covered  in  §  493.1205(c) 
and  revised  to  eliminate  the  requirement 
for  laboratories  to  maintain  an 
adequate,  stable,  electrical  source  for 
laboratory  equipment. 

We  are  adding  a  requirement  for  the 
laboratory  to  establish,  post,  and 
observe  safety  precautions  to  ensure 
protection  from  physical  hazards  and 
biohazardous  materials. 

Section  493.1203  Standard;  Moderate 
or  High  Complexity  Testing,  or  Both 

Effective  beginning  September  1, 1994. 
This  standard  is  being  added  to  explain 
the  applicability  of  the  quality  control 
requirements  effective  September  1, 
1994.  We  are  revising  §§  493.1213, 
493.1215,  493.1217,  and  493.1218  to 
differentiate  between  laboratories  using 
an  instrument,  kit,  or  test  system  that 
has  been  cleared  by  the  FDA  as  meeting 
the  CLIA  requirements  for  general  QC, 
and  those  laboratories  using  a  method 
developed  in-house,  a  modification  of 
the  manufacturer's  test  procedure,  or  an 
instrument,  kit,  or  test  system  that  has 
not  been  cleared  by  the  FDA  as  meeting 
the  CLIA  requirements  for  general  QC. 
Section  493.1205  Standard:  Adequacy  of 
methods  and  equipment:  Section 
493.1207  Standard:  Temperature  and 
humidity  monitoring:  and  Section 
493.1209  Standard:  Labeling  of  testing 
supplies. 

These  standards  are  being  combined 
into  §  493.1205  Standard:  Test  methods, 
equipment,  instrumentation,  reagents, 
materials  and  supplies.  We  are 
reorganizing  the  section  to  incorporate 
the  principal  components  of  the  three 
proposed  standards. 

Since  the  laboratory  is  required  to 
identify  speciHc  interfering  substances 
and  include  these  substances  in  the 
procedure  manual  as  a  limitation  in 
methodology,  we  are  deleting  the 
requirement  to  perform  test  procedures 
or  examinations  in  a  manner  that 
ensures  “freedom  from  interference." 

We  are  adding  “as  applicable”  to  the 
requirement  for  laboratories  to  define 
criteria  for  the  conditions  essential  for 
proper  storage  of  reagents  and 
specimens,  and  accurate  and  reliable 
test  system  operation  and  test  result 
reporting.  Also,  we  are  adding  water  as 
an  essential  condition  for  test 
performance. 


Section  493.1211  Standard;  Procedure 
Manual 

We  are  adding  the  following 
requirements  to  this  standard: 

— Manufacturers’  package  inserts  or 
operator  manuals  that  include  the 
information  in  §  493.1211(b)  (1) 
through  (13)  may  be  used  in  addition 
to  or  in  lieu  of  preparing  a  separate 
manual: 

— Instructions  for  the  step-by-step 
performance  of  the  procedure: 

— Reportable  range  for  patient  test 
results: 

— Reference  range  (normal  values): 

— Panic  values: 

— Criteria  for  the  referral  of  specimens: 
and 

— Reapproval  of  procedures  whenever 
directorship  of  the  laboratory 
changes. 

We  are  deleting  the  requirement  for 
quality  assurance  protocols  to  be 
included  in  the  procedure  manual  and 
the  requirement  for  the  director  to 
“initially”  approve  procedures. 

Section  493.1213  Standard;  Equipment 
Maintenance  and  Function  Checks 

This  standard  is  being  moved  to 
§  493.1215. 

Laboratories  using  equipment, 
instrument  or  test  systems  cleared  by 
FDA  as  meeting  the  CLIA  requirements 
may  follow  manufacturers’  instructions 
for  maintenance  and  function  checks. 

Laboratories  using  equipment, 
instruments,  or  test  systems  not  cleared 
by  FDA  as  meeting  the  CLIA 
requirements,  or  equipment, 
instruments,  or  test  systems  that  have 
been  modified  or  developed  in-house, 
must  establish  their  own  maintenance 
and  function  check  protocols. 

We  are  deleting  the  requirement  to 
recheck,  calibrate  or  recalibrate  each 
instrument,  device,  or  test  system  at 
least  once  each  day  of  use,  and  perform 
baseline  or  background  checks  each  day 
of  use. 

Section  493.1215  Standard;  Validation 
of  Methods 

This  standard  is  being  redesignated  as 
§  493.1213,  renamed,  “Establishment  and 
verification  of  method  performance 
specifications,”  and  revised  to 
emphasize  that  the  requirements  in  this 
section  are  not  retroactive. 

We  are  adding  language  that  permits 
laboratories  using  test  methods 
established  and  validated  by  a 
manufacturer  whose  product  has  been 
cleared  by  the  FDA  to  meet  these 
requirements  by  using  the 
manufacturer’s  performance 
specifications,  provided  they  can  obtain 
comparable  results 


The  requirement  for  laboratories  to 
retain  documentation  of  method 
validation  is  being  deleted  to  eliminate 
redundancy  with  the  quality  control 
records  retention  requirement  at 
§  493.1221. 

We  are  revising  the  terms  sensitivity 
and  specificity  to  include  the  word 
“analytical.” 

We  are  consolidating  the 
documentation  requirements  formerly  in 
paragraphs  (c),  (d),  and  (e)  into  a  new 
paragraph  (c). 

We  are  deleting  the  requirement  for 
making  method  validation  records 
available  to  the  authorized  persons 
ordering  or  receiving  test  results  since  it 
is  already  covered  in  Subpart  J,  Patient 
Test  Management. 

Section  493.1217  Standard;  Frequency 
of  Quality  Control 

This  section  is  being  divided  into  two 
sections.  §  493.1217  Standard: 
Calibration  and  calibration  verification, 
and  §  493.1218  Standard:  Control 
procedures. 

Under  the  new  §  493.1217  Standard: 
Calibration  and  calibration  verification, 
we  are  making  the  following  revisions: 
— We  are  adding  language  that  permits 
laboratories  using  a  manufacturer’s 
product  that  has  been  cleared  by  the 
FDA  as  meeting  the  CLIA 
requirements,  to  meet  these 
requirements  by  using  the 
manufacturer’s  instructions  for 
calibration  and  calibration 
verification. 

— For  those  laboratories  using  a  method 
that  is  developed  in-house,  is  a 
modification  of  the  manufacturer’s 
test  procedure,  or  is  a  manufacturer’s 
product  that  has  not  been  cleared  by 
the  FDA  as  meeting  the  CLIA 
requirements,  we  are  revising  this 
section  to  distinguish  between  the 
calibration  and  calibration 
verification  requirements. 

— Under  the  calibration  requirements, 
the  laboratory  may  meet  the 
requirements  by  either  following,  as  a 
minimum,  the  manufacturer’s 
instructions  for  calibration  or 
developing  its  own  criteria  for 
calibration  that  includes  calibration 
materials  appropriate  for  the 
methodology. 

— Under  the  calibration  verification 
requirements,  the  laboratory  must  use 
calibration  materials  appropriate  for 
the  methodology  to  verify  the 
adequacy  of  the  calibration  over  the 
laboratory’s  reportable  range  for 
patient  test  values. 

— We  are  adding  an  option  for 
laboratories  to  waive  calibration 
verification  for  a  complete  change  of 
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reagents,  if  the  laboratory  can 
demonstrate  that  changing  reagent  lot 
numbers  does  not  affect  the  range  to 
report  patient  test  results  and  control 
values  are  not  adversely  affected. 

— ^Rather  than  requiring  calibration 
verification  whenever  controls  reflect 
an  unusual  trend  or  shift  or  exceed  the 
laboratory's  acceptable  limits,  we  are 
adding  language  to  permit 
laboratories  to  employ  other  means  of 
correcting  unacceptable  control 
values.  Calibration  verification  is 
required  whenever  these  measures 
fail  to  correct  the  problem. 

— We  are  reducing  Uie  number  of 
calibration  materials  required  to 
verify  calibration  bom  three  points 
end  a  zero  to  two  points  and  a  zero. 
Also,  we  are  no  longer  distinguishing 
between  linear  and  nonlinear 
methods. 

— We  are  deleting  the  requirements 
specifying  the  procedures  to  follow 
when  patient  values  are  above  the 
maximum  calibration  point  or  below 
the  minimum  calibration  point. 

•  Under  the  new  §  493.1218  Standard: 
Control  procedures,  we  are  making  the 
following  revisions: 

— We  are  adding  language  to  this 
section  to  permit  laboratories  using  a 
manufacturer's  product  that  has  been 
cleared  by  the  IT3A  as  meeting  the 
CLIA  requirements,  to  meet  these 
requirements  by  using  the 
manufacturer's  instructions  for  control 
procedures.  In  addition,  these 
laboratories  must  test  control  samples 
in  the  same  manner  as  patient 
samples,  have  statistical  parameters 
for  calibration  and  control  materials, 
and  control  results  must  meet  the 
laboratory's  criteria  for  acceptability 
prior  to  reporting  patient  test  results. 
— We  are  requiring  those  laboratories 
using  a  method  developed  in-house,  a 
modification  of  the  manufacturer's 
test  procedure,  or  a  method  that  has 
not  been  cleared  by  the  FDA  as 
meeting  the  CLIA  requirements,  to 
meet  the  requirements  in  this  section. 
— We  are  deleting  the  reference  to  using 
two  separate  dilutions  from  a  stock 
calibrator  and  using  a  sample  spiked 
with  a  calibrator  to  meet  these 
requirements. 

— We  are  revising  the  direct  antigen 
system  control  procedure 
requirements  to  clarify  that  controls 
must  check,  when  applicable,  both  the 
detection  and  extraction  phases. 

Section  493.1219  Standard:  Remedial 
Actions 

We  are  reorganizing  this  section  to 
correspond  to  the  sequence  of 
laboratory  testing  and  reporting  of 
results. 


We  are  incorporating  the  contents  of 
paragraph  (b)  into  paragraph  (c),  which 
is  being  revised  to  allow  the  laboratory 
to  establish  and  dociunent  a  plan  of 
action  when  it  cannot  report  patient  test 
results  within  its  established  time 
frames.  It  allows  the  laboratory,  based 
on  the  urgency  of  the  patient  test(s) 
requested,  to  determine  whether  to 
notify  the  appropriate  individual  of  the 
delay  in  testing.  We  are  moving  the 
requirement  located  at  proposed 
paragraph  (e).  which  required  a 
laboratory  to  have  remedial  action 
policies  and  procedures  when 
proficiency  test  results  are  unacceptable 
or  unsatisfactory,  to  Subpart  P.  Quality 
Assurance.  The  requirement  for  the 
laboratory  to  evaluate  for  accuracy  and 
reliability  all  patient  test  results 
obtained  in  an  unacceptable  test  run  or 
since  the  last  acceptable  test  run,  and 
take  remedial  action  as  necessary,  is 
being  revised  for  clarity  and  moved  from 
Subpart  P.  Quality  Assurance,  to  this 
section. 

Section  493.1221  Standard;  Quality 
Control  Records 

W'e  are  deleting  the  requirement  for 
the  laboratory  to  maintain  records  of 
each  step  in  the  processing  and  testing 
of  quality  control  samples.  We  are 
deleting  the  reference  to  maintaining 
records  reflecting  that  control  samples 
were  tested  in  the  same  manner  as 
patient  specimens  since  this  requirement 
is  already  included  in  §  493.1218(c). 

Section  493.1223  Quality  Control — 
Specialty  and  Subspecialties  for  Test  of 
Moderate  and  High  Complexity 

We  are  adding  other  options  for 
quality  control  procedures.  We  are 
adding  that  effective  September  1. 1994. 
a  laboratory  that  performs  tests  of 
moderate  or  high  complexity,  as 
applicable,  will  be  in  compliance  with 
this  section  if  it  meets  quality  control 
requirements  specified  in  this  subpart  or 
follows  manufacturer's  instructions 
when  using  products  (instruments,  kits, 
or  test  systems)  cleared  by  the  FDA  as 
meeting  the  CLIA  requirements  for 
general  quality  control  and,  as 
applicable,  specialty  and  subspecialty 
quality  control.  We  are  adding  the 
requirement  that  the  laboratory 
document  all  quality  control  activities. 
This  requirement  was  formerly  located 
at  §  493.1221  and  has  been  transferred 
to  all  standard  requirements  and,  where 
applicable,  to  condition  requirements. 
We  are  requiring  the  laboratory  to 
establish  and  follow  “written"  policies 
and  procedures  for  an  acceptable 
quality  control  program. 


Section  493.1227  Bacteriology 

We  are  adding  the  requirement  for 
beta-lactamase  testing  to  be  checked 
each  day  of  use  for  positive  and 
negative  reactivity. 

We  are  revising  the  requirement  for 
checking  XV  discs  or  strips  to  require 
that  the  XV  discs  or  strips  be  checked 
each  week  of  use  with  only  a  positive 
control  organism. 

Section  493.1229  Mycobacteriology 

We  are  changing  the  frequency  for 
testing  quality  control  specimens  for 
fluorochrome  acid-fast  stain  from  each 
day  of  use  to  each  week  of  use.  We  are 
revising  this  section  to  require  the  use  of 
a  strain  of  Mycobacterium  tuberculosis 
which  is  susceptible  to  all 
antimycobacterial  agents  each  week 
antimycobacterial  susceptibility  testing 
is  performed. 

Section  493.1231  Mycology 

We  are  adding  a  requirement  that 
reagents  used  with  biochemical  tests 
and  other  test  procedures  be  checked 
each  week  of  use  with  a  positive  control 
organism. 

Section  493.1233  Parasitology 

We  are  clarifying  that  the  ocular 
micrometer  be  calibrated  prior  to  its  use. 

Section  493.1235  Virology 

We  are  clarifying  the  requirement  that 
a  laboratory  must  “simultaneously 
culture"  uninoculated  cells  or  cell 
substrate  controls  as  a  negative  control 
to  detect  erroneous  results. 

Section  493.1239  Syphilis  Serology 

We  are  deleting  the  reference  to 
Appendix  C  of  the  State  Operations 
Manual  (HCFA  Pub.  7)  because  the 
items  referenced  are  not  applicable  to 
syphilis  serology.  We  are  clarifying  that 
controls  which  evaluate  all  phases  of 
the  test  system  must  be  used  to  assure 
reactivity  and  uniform  dosages.  For 
clarification,  we  are  stating  that  the 
laboratory  may  not  report  test  results 
unless  the  predetermined  reactivity 
pattern  “of  the  controls"  is  observed. 

Section  493.1241  General  Immunology 

We  are  clarifying  that  controls  which 
evaluate  all  phases  of  the  test  system 
must  be  used  to  ensure  reactivity  and 
uniform  dosages.  For  clariflcation,  we 
are  adding  that  the  laboratory  may  not 
report  test  results  unless  the 
predetermined  reactivity  pattern  “of  the 
controls"  is  observed. 

Section  493.1245  Routine  Chemistry 

We  are  revising  this  section,  for  blood 
gas  analyses,  to  allow  laboratories  to 
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use  the  manufacturer's  specihcations  for 
calibration.  We  are  specifying  that  one 
sample  of  control  material  be  used  each 
eight  hours  of  testing. 

We  are  adding  that  a  combination  of 
calibration  and  control  materials,  which 
include  both  low  and  high  values,  be 
used  each  day  of  testing. 

For  clarihcation,  we  are  adding  that 
“one  sample  of  a  calibration  material” 
or  control  be  included  each  time 
patients  are  tested  unless  automated 
instrumentation  verifies  calibration. 

Section  493.1249  Toxicology 

We  are  clarifying  the  requirement  by 
using  the  words  “calibration  material" 
instead  of  “caliborator”  or  “standard" 
because  in  many  instances  a  secondary 
reference  material  is  used. 

We  are  modifying  the  requirement 
that  a  calibration  material  contain  a 
representative  of  each  drug  “group." 
instead  of  each  drug,  since  calibration 
materials  are  available  which  detect  the 
major  drug  groups  being  tested  for 
abuse. 

§  493.1253  Hematology 

We  are  revising  this  section  to  include 
the  use  of  controls  with  automated 
differential  counters.  The  words 
“automated"  hematology  “testing 
systems"  are  used  to  clarify  this 
requirement. 

We  are  adding  the  requirement  that 
manual  cell  counts,  using  a 
hemocytometer,  must  be  tested  in 
duplicate.  We  are  adding,  for  clarity,  the 
words  “automated"  coagulation  “testing 
systems." 

We  are  revising  this  section,  for 
manual  coagulation  testing,  to  require 
two  levels  of  controls  each  time  there  is 
a  change  of  reagent. 

Section  493.1257  Cytology 

•  We  are  clarifying  that  slide 
preparations  must  be  stained  with  a 
Papanicolaou  or  modified  Papanicolaou 
stain  and  have  given  laboratories 
flexibility  in  establishing  procedures 
that  prevent  specimen  cross- 
contamination. 

•  We  are  adding  that  all  cytology 
slide  preparations  must  be  evaluated  on 
the  laboratory  premises. 

•  We  are  deleting  the  workload  limit 
on  unevaluated  slides  and  have 
established  one  maximum  of  100  slides 
per  24  hour  period. 

•  We  are  specifying  that  the  limit  of 
100  slides  is  not  a  performance  target  for 
each  individual  but  an  absolute 
maximum  limit  The  technical  supervisor 
must  establish  the  actual  workload  limit 
for  each  individual  and  this  limit  must 
be  reassessed  and  documented  at  least 


every  six  months,  rather  than  monthly, 
as  proposed. 

•  We  are  specifyihg  that  the 
maximum  of  100  slides  can  be  read  in  no 
less  than  an  8  hour  woiicday,  rather  than 
8  hours,  as  proposed.  In  accordance 
with  this  change,  the  formula  for 
prorating  slides  is  now  based  on  the 
time  spent  reading  slides  for  both  full¬ 
time  and  part-time  employees. 

•  We  are  adding  a  provision  for 
establishment  of  worldoad  limits  for 
individuals  examining  gynecologic 
slides  by  nonautomated  technique  that 
are  prepared  using  automated,  semi- 
automated  or  other  liquid-based 
preparatory  methods.  Each  slide 
prepared  by  these  methods  that  results 
in  cell  dispersion  over  one-half  or  less  of 
the  total  available  slide  area  counts  as 
one-half  slide  for  purposes  of  workload 
calculation. 

•  We  are  adding  a  requirement  for  the 
confirmation  of  all  gynecologic  smears 
interpreted  as  showing  reactive  or 
reparative  changes  or  atypia  of 
undetermined  significance  by  a 
technical  supervisor  in  cytology. 

•  We  are  specifying  that  for  each 
patient  with  a  current  high  grade 
intraepithelial  lesion  or  worse  moderate 
dysplasia  or  ClN-2  or  above,  the 
laboratory  must  review  all  normal  or 
negative  gynecologic  specimens  from 
the  previous  2  years,  or  slides  from  the 
most  recent  2  specimens,  whichever  is 
less.  If  significant  discrepancies  are 
detected  in  this  retrospective  slide 
review  between  previously  reported 
results  and  current  evaluations  that 
would  affect  patient  care,  the  laboratory 
must  notify  the  patient’s  physician  and 
issue  amended  reports. 

•  We  are  retaining  the  requirement 
for  gynecologic  cytology/histology 
correlations,  but  are  deleting  the 
requirement  for  laboratories  to  obtain 
histology  results  from  the  State  he.-  Ith 
departments.  These  comparisons  are  to 
be  done  only  if  the  histopathology 
reports  are  available  in  the  laboratory. 
In  conjunction  with  this  modification, 
we  are  deleting  the  requirement  for 
reporting  premalignant  and  malignant 
gynecologic  cytology  results  to  the  State 
health  department  as  well  as  biopsy- 
confirmed  cases  of  cervical  cancer  as 
was  required  under  the  histopathology 
quality  control  section. 

We  are  deleting  specific  requirements 
for  the  laboratory  report  and  specifying 
that  the  laboratory  report  all  results 
using  narrative,  descriptive 
nomenclature.  We  are  not  requiring  use 
of  The  Bethesda  System  for  gjmecologic 
results. 

We  are  changing  the  slide  retention 
requirement  for  malignant  and 
premalignant  slides  to  5  years.  The 


requirement  now  states  that  all  slides 
must  be  retained  for  5  years.  We  are 
modifying  the  requirement  for  loaning 
slide  preparations  to  PT  programs  to 
allow  for  slide  donation  to  programs 
regardless  of  their  approval  status  and 
to  require  that  written 
acknowledgement  of  the  receipt  of 
slides  by  the  PT  program  is  maintained 
by  the  laboratory  in  lieu  of  slides  if  the 
slides  are  less  than  5  years  old.  and 
therefore,  still  subject  to  the  retention 
requirement. 

Section  493.1259  Histopathology 

We  are  revising  this  section  to  require 
that  remnants  of  tissue  specimens  are 
retained  in  a  manner  that  assures  their 
proper  preservation.  We  are  deleting  the 
requirement  that  the  laboratory  report 
results  of  biopsy-confirmed  cases  of 
cervical  cancer  to  the  State  health 
department. 

Section  493.1265  Histocompatibility 

We  are  revising  the  requirement  that 
laboratories  document  their  efforts  to 
reasonably  obtain  serum  specimens  for 
all  potential  transplant  recipients  at 
initial  typing,  for  periodic  screening, 
pretransplantation  crossmatch  and 
following  sensitizing  events.  We  are 
revising  this  section  to  accommodate 
living  donor  transplants  by  including  the 
performance  of  the  mixed  lymphocyte 
culture  test. 

We  are  revising  the  requirement  to 
require  a  laboratory  to  verify  the 
efficacy  of  immunologic  reagents  used  to 
remove  contaminating  cells  during  the 
isolation  of  lymphocytes. 

W'e  are  modifying  the  requirement  for 
laboratories  performing 
histocompatibility  testing  for  bone 
marrow  transplantation  and  living 
transplants  to  meet  all  the  requirements 
of  this  section,  including  the 
performance  of  mixed  lymphocyte 
cultures.  We  are  adding  the  alternative 
requirement  to  perform  other  augmented 
testing  to  evaluate  class  II  compatibility 
to  accommodate  new  technology 
emerging  in  this  specialty  of  laboratory 
testing. 

W'e  are  clarifying  the  requirement  not 
to  limit  life-saving  non-renal  solid  organ 
transplants  prior  to  completion  of  the 
final  crossmatch  if  records  document  the 
emergency  basis  for  the  transplant. 

We  are  including  antibody  screening 
and  crossmatching  as  exceptions  for 
HLA  tsrping  for  disease-associated 
studied  and  parentage  testing. 

We  are  revising  the  requirement  that 
laboratories  performing  and  reporting 
HIV  reactivity  testing  on  organ  donors 
must  meet  the  requirements  at 
§  493.1241. 
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Section  493.1267  Clinical  Cytogenetics 

We  are  adding  the  words  “accurate 
and  reliable”  in  clarifying  the 
procedures  for  patient  identification. 

Section  493.1273  Immunohematological 
Collection,  Processing,  Dating  Periods, 
Labeling  and  Distribution  of  Blood  and 
Blood  Products 

We  are  clarifying  that  the  testing 
laboratory  must  meet  the  applicable 
requirements  of  part  493.  We  are  adding 
the  requirement  that  policies  be 
available,  followed,  and  documented  to 
assure  positive  identification  of  the 
blood  product  recipient. 

Section  493.1275  Blood  and  Blood 
Products  Storage  Facilities 

We  are  adding  the  words  “Blood 
products"  to  the  section  title  in  order  to 
include  proper  storage  for  blood 
products. 

We  are  requiring  that  an  audible 
alarm  system  monitor  proper  blood  and 
blood  product  storage  temperature  over 
a  24  hour  period. 

We  are  requiring  that  inspections  of 
the  alarm  system  be  documented. 

We  are  requiring  that  blood  storage 
facilities  document  that  storage 
conditions  are  appropriate. 

Section  493.1283  Retention  of  Samples 
of  Transfused  Blood 

We  are  adding  the  word  “samples"  to 
the  paragraph  title  for  clarity. 

Section  493.1285  Investigation  of 
Transfusion  Reactions 

We  are  revising  the  requirement  that 
the  facility  must  investigate  all 
transfusion  reactions  occurring  in  all 
facilities  for  which  it  has  investigational 
responsibility. 

Subpart  M — Personnel  Standards 
Summary  of  the  Proposed  Rule 

In  accordance  with  CLIA,  the 
proposed  rule  was  designed  to  establish 
uniform  personnel  requirements  based 
on  the  complexity  of  testing  performed. 
The  proposed  personnel  standards  in 
§  §  493.1401-493.1445,  proposed  as 
subpart  M,  were  site  neutral  and  were 
not  to  be  applicable  to  laboratories 
possessing  a  certificate  of  waiver.  The 
proposed  rule  specified  requirements  for 
laboratories  that  perform  Level  I  or 
Level  II  testing,  or  both.  Specifically,  the 
personnel  requirements  contained  in  the 
proposed  rule  were  the  following: 

•  For  laboratories  performing  less 
complex  Level  I  tests,  we  proposed  that 
the  laboratory  director  be  a  physician 
with  four  years  of  laboratory  training 
and  experience,  have  a  doctoral  degree 


and  four  years  of  laboratory  training 
and  experience  or  be  currently  qualified 
under  Federal  regulations.  We  proposed 
that  the  director  be  qualified  to  serve  as 
the  technical  and  general  supervisor,  or 
the  director  could  delegate  the  functions 
of  the  general  supervisor  to  an 
individual  qualified  as  a  general 
supervisor  of  Level  II  testing.  Since 
Level  I  tests  were  less  complex,  we 
proposed  that  the  individual  performing 
the  testing  be  a  high  school  graduate  or 
equivalent,  as  long  as  the  director 
provided  assurance  that  the  individual 
had  appropriate  training  commensurate 
with  the  testing  performed.  In  addition, 
we  proposed  that  the  director  be 
responsible  for  assuring  that  testing 
personnel  were  evaluated  for 
competency  on  an  ongoing  basis. 

•  For  laboratories  performing  Level  II 
testing,  we  proposed  that  the  director 
requirements  be  essentially  the  same  as 
for  Level  I  testing.  The  proposed 
education,  training,  and  experience 
requirements  to  qualify  as  a  director, 
technical  supervisor,  general  supervisor, 
technologist,  technician,  or 
cytotechnologist  for  laboratories 
performing  Level  II  tests  were  based  on 
the  current  personnel  requirements  for 
independent  laboratories. 

Responsibilities  were  specified  for  the 
director,  technical  supervisor,  general 
supervisor,  technologist,  technician,  and 
cytotechnologist.  We  proposed  that  the 
director  be  responsible  for  assuring  that 
testing  personnel  had  appropriate 
training  and  were  evaluated  for 
competency  on  an  ongoing  basis.  We 
proposed  that  qualified  supervisors 
monitor  performance  of  testing 
personnel  through  direct  observation  of 
the  testing  personnel’s  performance.  We 
proposed  that  a  general  supervisor  be 
required  to  be  on  the  premises  during  all 
hours  of  testing  in  laboratories 
performing  Level  II  tests.  However,  we 
proposed  to  reduce  the  number  of  years 
of  experience  required  for  a  general 
supervisor  from  six  to  three  years. 

•  Since  Level  II  test  procedures  were 
more  complex,  we  proposed  to  require 
specific  education,  training,  and 
experience  credentials.  The  qualification 
requirements  for  individuals  performing 
Level  II  testing  were  differentiated 
based  on  the  proposed  proficiency 
testing  specialty /subspecialty 
categories.  In  general,  we  proposed  that 
technicians  with  specific  specialty/ 
subspecialty  training  and  experience 
were  qualified  to  perform  the  majority  of 
Level  II  laboratory  tests.  We  proposed 
that  tests  not  currently  included  in  the 
proficiency  testing  specialty/ 
subspecialty  categories  be  performed  by 
a  technician  with  one  year  of  experience 
in  the  subspecialty  category  or  by  a 


technologist  until  the  tests  had  been 
categorized  through  a  formal  review 
process.  In  cytology,  microbiology,  and 
immunohematology,  in  which  testing 
involves  independent  judgment  or  when 
erroneous  results  are  critical  to  patient 
health  and  safety,  we  proposed 
personnel  qualified  as  cytotechnologists 
and  technologists,  respectively.  The 
proposed  rule  contained  current 
cytotechnologist  qualification 
requirements  but  solicited  comments  on 
three  options  for  qualifying  individuals 
who  did  not  meet  the  proposed 
requirements  for  cytotechnologists.  The 
options  we  proposed  were:  Option  1, 
extend  the  July  1, 1969  period  for 
qualifying  individuals  under  the 
“grandfather”  provision  located  at 
appendix  E;  Option  2,  recognize  an 
accrediting  agency’s  credentials:  and 
Option  3,  administer  an  examination  to 
qualify  cytotechnologists. 

The  proposed  rule  acknowledged  the 
paucity  of  scientific  data  correlating 
education  and  experience  qualifications 
with  test  performance  and  asked  for 
recommendations  to  establish 
appropriate,  reasonable  and  cost- 
effective  personnel  requirements  which 
assure  quality  testing. 

Comments  and  Responses 

General  summary  of  comments  on 
proposed  personnel  requirements. 
Approximately  23,200  comments  were 
received  in  response  to  the  proposed 
personnel  requirements.  The  majority  of 
the  commenters  were  opposed  to  the 
proposed  provisions,  while  a  small 
percentage  of  the  commenters  expressed 
support  for  the  proposed  requirements. 
About  28  percent  of  the  comments 
received  demonstrated  that  the 
commenters  had  misinterpreted  the 
proposed  requirements  and  almost  25 
percent  of  the  commenters  offered 
alternative  suggestions  to  the  proposed 
personnel  regulations. 

Of  the  comments  received,  physicians 
provided  about  42  percent,  technicians 
and  technologists  submitted 
approximately  11  percent,  respiratory 
care  practitioners  provided  about  25 
percent,  and  the  remaining  comments  on 
personnel  were  provided  by  a  variety  of 
health  care  professionals,  organizations 
and  groups.  The  following  is  a  summary 
of  these  comments. 

Comment:  Approximately  2,450 
commenters  provided  general  comments 
that  were  nonspecific  and  not  related  to 
a  particular  section.  Of  these  comments, 
nearly  60  percent  generally  were 
opposed,  30  percent  offered  alternative 
suggestions  and  the  remainder  either 
misinterpreted  or  offered  some  support 
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for  the  proposed  personnel 
requirements. 

A  number  of  medical  technologists 
commented  that  education,  training  and 
experience  qualiHcations  of  testing 
personnel  represent  the  single  most 
important  factor  in  quality  laboratory 
testing.  On  the  other  hand,  several 
manufacturers  contended  that  with  the 
advances  in  instrumentation  and 
technology,  pathologists  and  medical 
technologists  are  not  needed  to  operate 
a  laboratory. 

Many  commenters  expressed  concern 
about  the  job  security  of  those  currently 
employed  laboratory  workers  who 
would  not  have  the  education  necessary 
to  meet  the  proposed  requirements. 

Many  commenters  recommended  that 
the  final  rule  contain  a  “grandfather" 
provision  to  qualify  all  currently 
employed  laboratory  personnel. 

^me  commenters  expressed  the  view 
that  the  proposed  personnel 
requirements  should  be  uniform  for  all 
levels  of  testing  in  all  settings  ranging 
from  a  large  hospital  laboratory  to  a 
small  physician  office  laboratory 
performing  waiver  tests.  However,  a 
large  number  of  commenters  expressed 
the  view  that  the  proposed  personnel 
requirements,  if  finalized,  would  limit 
patient  access  to  laboratory  services, 
since  only  a  few  facilities  will  have 
personnel  with  the  qualifications 
required  for  certification. 

Numerous  commenters  stated  that 
there  is  an  insufficient  number  of 
technologists  to  meet  the  requirements 
and  facilities  will  experience  difficulty 
in  recruiting  technologists  and  will  be  in 
competition  for  limited  technologist 
resources.  Some  commenters  from  rural 
areas  suggested  that  the  personnel 
standards  be  waived  in  underserved  or 
rural  areas  if  a  laboratory  can  document 
that  “good  faith”  efforts  were  made  to 
acquire  and  retain  qualified  laboratory 
personnel. 

A  large  number  of  commenters 
suggested  using  the  current  Medicare 
hospital  requirements  to  require  that  the 
director,  a  physician  or  individual  with  a 
doctoral  degree,  assume  responsibility 
for  the  overall  competency  and 
supervision  of  the  stafi,  and  not  specify 
qualification  requirements  for  testing 
personnel.  Some  commenters 
recommended  modifying  the  proposed 
persoimel  requirements  for  laboratories 
performing  the  most  complex  tests  to 
allow  a  physician  to  serve  as  the 
laboratory  director  and  technical 
supervisor  of  his  or  her  own  laboratory, 
and  require  no  detailed  personnel 
standa^s  for  other  laboratory 
persoimel. 

A  few  commenters  suggested 
maintaining  the  proposed  requirements 


for  director  of  a  laboratory  performing 
Level  I  testing  but  eliminating  the 
qualification  requirements  for  technical 
and  general  supervisor  and  for  testing 
personnel.  Some  commenters 
recommended  establishing  more  flexible 
personnel  requirements  until  the 
shortage  of  qualified  laboratory 
personnel  is  alleviated  with  some 
suggesting  that  individuals  be  allowed 
to  qualify  through  “alternate  routes" 
rather  than  requiring  a  specific  degree  or 
academic  course  work. 

A  small  number  of  commenters 
suggested  Federal  funding  be 
appropriated  to  support  medical 
technology  training  programs  to  ensure 
the  availability  of  qualified  personnel  to 
meet  the  proposed  Federal 
requirements.  A  number  of  commenters 
suggested  HHS  recognize  certification 
examinations  administered  by  a  variety 
of  credentialing  organizations  (i.e., 
ASCP,  ISCLT,  NCA,  AMT.  etc.)  to 
qualify  individuals  as  technologists  and 
technicians. 

Numerous  commenters  recommended 
reinstatement  of  the  HHS  technologist 
proficiency  examination  formerly 
offered  as  an  alternative  mechanism  to 
qualify  individuals  who  are  unable  to 
meet  the  Federal  requirements  for 
education  and  training.  Commenters 
suggested  allowing  individuals  to 
qualify  as  technologists  if  they  are  able 
to  pass  any  part  of  the  examination,  but 
test  performance  should  be  limited  to 
those  areas  in  which  a  passing  grade 
was  achieved.  Many  commenters 
recommended  that  all  laboratory 
workers  be  required  to  pass  a 
competency-based  examination  as  well 
as  participate  in  a  specific  amoimt  of 
continuing  education. 

Numerous  technologists  of  all 
registries  decried  the  lack  of  a  career 
ladder  while  those  individuals  with 
associate  degrees  believed  that  their 
training  was  ignored  by  the  framers  of 
the  proposed  regulation.  A  number  of 
commenters  objected  to  the  absence  of 
requirements  for  histotechnolcgists. 
m^ical  laboratory  technicians  and 
supervisory  histotechnologists.  A  group 
of  commenters  suggested  that  HHS 
complete  the  studies  mandated  in  the 
CUA  statute  prior  to  establishing 
laboratory  personnel  standards. 

A  number  of  commenters  supported 
the  proposed  personnel  requirements 
and  recommended  that  they  be  retained 
in  final  regulations. 

Response:  In  response  to  commenters 
concerns,  we  re-evaluated  the  proposed 
criteria  for  categorizing  non-waived 
tests,  the  procedures  included  in  the 
moderate  and  high  complexity 
categories,  and  the  personnel 


requirements  for  laboratories  performing 
non-waived  tests.  As  previously 
discussed  under  S  493.10,  the  names  of 
non-waived  test  categories  were 
changed  from  Level  1  and  Level  II  to 
moderate  complexity  and  high 
complexity  testing,  respectively. 

In  establishing  the  personnel 
requirements,  we  complied  with  section 
353(n(l)(C)  of  the  PHS  Act.  which 
requires  HHS  to  establish  personnel 
qualification  standards  which  “*  *  * 
take  into  consideration  competency, 
training,  experience,  job  performance, 
and  education  *  *  In  our  opinion, 
many  individuals  currently  working  in 
laboratories,  as  a  function  of  their 
employment,  have  gained  valuable 
experience  in  testing  operations.  In  most 
instances  in  this  rule,  we  are 
acknowledging  the  value  of  this 
experience,  by  allowing  those 
individuals,  who  do  not  meet  the 
qualification  requirements  in  these 
regulations,  to  continue  their  laboratory 
employment  while  acquiring  the 
education  or  training  necessary  to  meet 
the  requirements.  The  net  effect  of  the 
personnel  standards  will  be  to  permit  a 
preponderance  of  personnel  presently 
working  in  laboratories  to  continue  their 
employment  while  they  are  upgrading 
their  credentials  to  meet  the  national 
standards  for  laboratory  personnel 
specified  in  this  rule. 

In  the  future,  we  anticipate  that 
college  curricula  and  laboratory  training 
programs  will  be  geared  to  meet  these 
education  and  training  requirements  and 
sufficient  personnel  will  be  available 
and  qualified  to  perform  the  laboratory 
testing  needed  for  patient  diagnosis  and 
treatment.  Moreover,  the  personnel 
qualification  requirements  are  being 
established  in  concert  with  other 
standards  that  contain  additional 
safeguards  to  ensure  quality  laboratory 
services.  We  are  requiring  laboratory 
personnel  at  all  levels  to  meet  rigorous 
responsibility  requirements.  Testing 
personnel  are  required  to  demonstrate 
their  testing  skills  prior  to  performing 
tests  on  patient  specimens  and 
thereafter  on  an  ongoing  basis  to  ensure 
their  continued  competency  in  patient 
testing.  In  addition,  we  are  establishing 
other  standards  under  proficiency 
testing,  recordkeeping/patient  test 
management  quality  control  and  quality 
assurance  that  will  serve  as  a 
mechanism  for  the  laboratory  to  assess 
and  evaluate  its  testing  performance 
and  personnel  capabilities. 
Requirements  in  this  rule  will  be 
imposed  on  a  large  number  of 
laboratories  never  before  subject  to 
Federal  regulation.  These  formerly 
unregulat^  laboratories  in  many  cases 
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have  not  implemented  internal  or 
external  programs  to  assess  the  quality 
of  laboratory  services  provided  by  their 
laboratories  and  to  monitor  the  testing 
capabilities  of  their  laboratory 
employees. 

We  believe  that  these  regulations  will 
provide  the  framework  to  guide 
laboratories  in  the  establishment  of 
quality  control  practices  that  will  result 
in  improved  laboratory  testing  for  the 
nation's  laboratories.  We  determined 
that  for  each  personnel  position 
specified  in  these  regulations,  the 
education  and  training  or  experience 
required  are  appropriate  for  the 
performance  of  tests  of  moderate  and 
high  complexity;  however,  these 
qualiHcations  are  intended  to  be  the 
minimum  standards.  In  many 
laboratories,  individuals  with  higher 
qualifications  may  be  needed  to  perform 
the  functions  that  may  be  unique  to  their 
testing  operations  and  necessary  to 
comply  with  the  responsibility 
requirements  in  this  rule.  In  addition  to 
the  minimum  personnel  requirements 
contained  in  this  rule  pertaining  to  all 
laboratories,  the  regulations  require  the 
laboratory  director  to  assure  that  the 
individuals  working  in  his  or  her 
laboratory  have  the  appropriate 
education,  training  or  experience  to 
perform  the  specific  responsibilities 
assigned  to  the  individual. 

For  those  individuals  currently 
employed  in  laboratories  subject  to 
Federal  regulations,  we  determined  that 
the  records  of  these  individuals, 
reflecting  acceptable  performance 
abilities,  serve  to  demonstrate  their 
competency  in  laboratory  service 
activities.  Therefore,  under  this  rule  we 
have  established  a  provision  to  allow 
those  individuals  who  qualified  under 
the  March  14, 1990,  rule  to  continue  to 
qualify  under  the  requirements  for 
laboratory  director  or  general  supervisor 
of  high  complexity  testing  as  well  as 
testing  personnel  for  performance  of 
high  com.plexity  testing.  In  addition, 
those  individuals  who  qualified  as  a 
director  under  the  March  14, 1990,  rule 
will  continue  to  qualify  as  a  director  of  a 
laboratory  performing  tests  of  moderate 
complexity. 

We  agree  with  the  majority  of 
commenters  that  personnel  standards 
for  laboratories  should  be  based  on  the 
complexity  of  the  tests  performed.  As  a 
result,  we  have  separated  non-waived 
testing  into  two  categories  describing 
test  complexity  and  have  linked  the 
responsibilities  and  qualifications  of 
personnel  to  these  categories. 

We  agree  that  the  current  number  and 
location  of  medical  technologists  would 
not  permit  staffing  of  all  of  the  nation's 
laboratories  with  such  individuals.  We 


also  agree  that  rural  areas,  and  even 
some  urban  areas,  would  have  difficulty 
recruiting  medical  technologists  to  staff 
their  facilities.  Therefore,  we  have 
amended  the  personnel  requirements  to 
qualify  individuals  who  are  involved  in 
providing  health  care  and,  in  addition, 
perform  laboratory  services,  provided 
they  can  meet  the  responsibilities 
associated  with  the  testing  performed. 
Such  provisions  should  allow  flexibility 
in  selection  of  qualified  individuals  to 
fulfill  the  personnel  requirements.  We 
agree  that  the  laboratory  director  has 
the  responsibility  of  assuring  the 
competency  of  the  laboratory  staff  and 
have  specifically  designated  this  as  one 
of  the  director's  functions. 

We  agree  that  a  physician  who  meets 
the  training  and  experience 
requirements  can  serve  as  both  the 
director  and  the  technical  supervisor  in 
a  laboratory  performing  tests  of  high 
complexity.  However,  in  order  to  assure 
that  all  of  the  laboratory's  test 
responsibilities  are  met,  other 
laboratory  staff  must  also  meet  the 
training  and  experience  requirements 
specified  for  their  positions. 

We  agree  that  the  responsibilities  of 
the  general  supervisor  can  be  met  by  the 
laboratory  director  in  a  laboratory  that 
performs  only  tests  of  moderate 
complexity.  'Hierefore,  we  are  not 
requiring  a  general  supervisor  for  such 
laboratories.  However,  we  have 
concluded  that  a  technical  consultant 
will  be  required  for  tests  of  moderate 
complexity,  and  that  the  laboratory 
director  may  function  as  the  technical 
consultant  provided  he  or  she  possesses 
the  amount  of  training  or  experience 
required  in  the  specific  specialty  and 
subspecialty  for  which  service  is 
offered. 

We  have  established  requirements 
which  allow  persoimel  from  many 
diverse  backgroimds  to  qualify  to 
supervise  and  to  perform  laboratory 
testing.  However,  all  personnel  must  be 
able  to  meet  the  responsibilities 
required  by  their  position.  We  have 
recognized  several  professional 
credentialing  organizations  as  a  means 
of  assuring  that  persoimel  meet 
standards  of  practice  established  by 
such  groups. 

Because  of  the  many  pathways  that 
are  open  to  individuals  wishing  to 
qualify,  we  have  not  proposed  to 
reinstate  the  HHS  exam  as  an 
alternative  to  qualify  individuals. 
Assuring  staff  competency  has  been 
included  as  one  of  the  laboratory 
director's  responsibilities.  Therefore,  we 
are  not  proposing  to  provide 
competency  exams. 

Continuing  education  and  training 
opportunities  are  offered  by  many 


manufacturers  of  laboratory  products 
and  by  professional  societies  as  well  as 
by  the  Federal  Government.  Laboratory 
personnel  who  take  advantage  of  these 
opportunities  will  be  prepared  to  climb  a 
career  ladder  by  taking  advantage  of  the 
expanding  universe  of  laboratory 
testing. 

Since  testing  in  histopathology 
consists  of  the  interpretation  of  tissue 
specimens  which  must  be  performed  by 
a  physician  qualified  in  histopathology, 
we  have  not  proposed  specific  personnel 
requirements  for  histotechnologists. 

Laboratories  Performing  Level  I 
(Moderate  Complexity)  Testing 

Sections  493.1403-493.1407  Laboratory 
Director,  Qualifications  and 
Responsibilities 

Approximately  2,700  comments  were 
received  concerning  the  qualifications 
and  responsibilities  of  the  director  of  a 
laboratory  performing  Level  I  testa.  Over 
half  of  the  commenters  mistakenly 
interpreted  the  proposed  rule  to  require 
that  a  pathologist  serve  as  director  of  a 
laboratory  performing  Level  I  tests. 
Approximately  8  percent  of  the 
commenters  supported  the  proposed 
director  requirements,  while  20  percent 
expressed  opposition  to  these  provisions 
and  6  percent  offered  alternative 
suggestions.  Around  88  percent  of  the 
comments  were  submitted  by  physicians 
operating  their  own  office  laboratories. 

Comment:  A  number  of  commenters 
objected  to  allowing  physicians  to 
qualify  as  laboratory  directors  since 
they  lack  formal  laboratory  training 
and/or  experience.  Commenters  noted 
that  physicians  generally  do  not  receive 
clinical  laboratory  training  in  medical 
school  or  during  their  internship  or 
residency.  Commenters  were 
particularly  concerned  about  physicians 
serving  as  laboratory  directors,  since  the 
proposed  rule  did  not  specify  education 
and  experience  qualification 
requirements  for  personnel  performing 
Level  I  testing. 

Several  commenters  were  opposed  to 
the  “grandfather"  provision  that  would 
permit  a  person,  who  qualified  as  a 
laboratory  director  prior  to  1971,  to 
serve  as  a  director  of  a  laboratory 
performing  Level  I  tests.  Some 
commenters  agreed  that  an  individual, 
who  is  qualified  under  State  law  to 
direct  a  laboratory  in  the  State  in  which 
the  laboratory  is  located,  should  be 
qualified  as  a  director  of  a  laboratory 
performing  Level  I  services. 

A  number  of  health  professionals, 
including  registered  nurses,  nurse 
practitioners,  physician  assistants, 
podiatrists,  naturopathic  physicians  and 
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chiropractors,  suggested  that  they  be 
qualified  to  direct  Level  I  laboratory 
services  if  they  are  authorized  to 
perform  this  function  under  State  law. 
Alternatively,  many  commenters 
suggested  that  the  regulations  permit 
individuals  with  a  bachelor’s  or  a 
master’s  degree  and  appropriate 
experience  to  serve  as  the  director  of 
Level  I  laboratory  services. 

Commenters  representing  public 
health  laboratories  expressed  concern 
about  employing  personnel  with  the 
credentials  speciHed  in  the  proposed 
rule  to  serve  as  directors  of  laboratories 
performing  Level  I  testing,  since  hiring 
such  individuals  would  present  a  severe 
economic  hardship  to  their  local  health 
departments. 

A  few  physicians  requested  that  the 
regulations  be  expanded  to  include 
certification  by  other  boards.  Some 
commenters  indicated  that  the  proposed 
personnel  standards  for  Level  I  testing 
personnel  were  not  stringent  enough, 
while  the  requirements  for  director  and 
supervisor  were  overly  stringent  and 
place  an  unnecessary  burden  on 
laboratories  in  rural  areas. 

Several  commenters  recommended 
that  the  regulations  be  revised  to 
differentiate  directorship  on  the  basis  of 
services  performed.  One  suggestion  was 
to  define  "laboratory  director"  as  the 
director  of  a  laboratory  performing  only 
single  specialty  or  subspecialty  services 
whereas  “director  of  laboratories” 
would  be  the  director  of  a  laboratory 
performing  tests  in  multiple  specialty/ 
subspecialty  areas.  The  commenters 
indicated  that  different  credentials 
should  be  required  depending  on  the 
types  of  services  performed,  with  a 
physician  trained  in  anatomical  or 
clinical  pathology  being  the  most 
qualiHed  to  serve  as  director  of  a  multi¬ 
specialty  laboratory.  Other  commenters 
suggested  the  regulations  distinguish 
between  administrative  director  and 
medical  director. 

Several  commenters  objected  to  the 
proposed  requirement  in  paragraph 
(a)(3)  of  i  493.1407,  Standard: 

Laboratory  director  responsibilities, 
requiring  the  establishment  of  a  process 
for  reviewing  test  results  prior  to  issuing 
patient  reports.  Commenters 
representing  physician  group  practices 
objected  to  a  laboratory  director 
reviewing  test  results  of  other 
physicians’  patients. 

Many  commenters  disagreed  with  the 
requirement  for  all  abnormal  Level  I 
screening  tests  for  previously 
undiagnosed  conditions  to  be  referred  to 
an  appropriately  certiHed  laboratory  for 
veriHcation  by  a  more  specific  Level  II 
method  citing  increased  costs  and  delay 
in  patient  diagnosis  and  treatment. 


One  commenter  disagreed  with  the 
requirement  for  the  laboratory  director 
to  assure  that  personnel  performing  and 
reporting  tests  have  appropriate 
training.  The  commenter  suggested  that 
persons  performing  Level  I  testing  meet 
higher  personnel  standards  promulgated 
by  the  American  Society  of  Medical 
Technologists. 

Response:  We  agree  with  the 
commenters  who  suggested  that  the 
director  qualification  requirements  be 
more  flexible  and  have  expanded  the 
requirements  in  S  493.1405,  Standard; 
Laboratory  director  qualiHcations,  to 
permit  individuals  with  a  bachelor’s  or 
master's  degree  to  serve  as  directors  of 
laboratories  performing  moderate 
complexity  testing  provided  they  have 
laboratory  training  or  work  experience 
and,  in  addition,  have  supervisory 
experience.  Also,  since  moderate 
complexity  testing  is  more  extensive 
than  testing  proposed  for  Level  I,  we 
have  added  a  requirement  for 
physicians  to  have  laboratory  training  or 
experience  in  order  to  qualify  as  a 
laboratory  director.  This  training  or 
experience  can  be  gained  in  one  of  three 
ways.  Physicians  with  at  least  one  year 
of  experience  directing  or  supervising 
non-waived  testing  can  qualify  and  this 
experience  may  be  gained  while 
directing  or  supervising  their 
laboratories,  while  simultaneously 
engaged  in  providing  diagnosis, 
treatment,  or  other  services  to  patients. 
Physicians  who  do  not  have  this 
experience  must  have  laboratory 
training  which  can  be  gained  either 
during  residency  training  or  by 
completing  at  least  20  hours  of 
continuing  medical  education  in 
laboratory  practice  commensurate  with 
the  responsibilities  of  the  laboratory 
director  as  detailed  in  §  493.1407.  This 
training  should  include  principles  and 
theory  of  laboratory  practice  and  hands 
on  laboratory  testing.  Those  physicians 
having  laboratory  training  and 
experience  acquired  during  their 
residency  training  programs  for 
specialty  certification  will  be  qualified 
under  these  regulations  to  direct  a 
laboratory  performing  moderate 
complexity  testing.  For  example,  a  board 
certified  hematologist  or  hematologist/ 
oncologist  would  meet  the  training  or 
experience  requirements  to  direct  a 
laboratory  performing  moderate 
complexity  testing.  Physicians  have  one 
year  from  February  28, 1992  to  obtain 
the  continuing  education  credit  hours 
and  during  that  year  can  function  as  a 
laboratory  director. 

We  are  retaining  the  qualification 
requirement  for  individuals  with  a 
doctorate  degree  who  are  certified  by  a 
national  accrediting  board  acceptable  to 


HHS  to  qualify  and.  to  provide 
consistency  with  the  laboratory  director 
qualifications  in  high  complexity  testing, 
we  are  adding  the  American  Board  of 
Medical  Laboratory  Immunology.  We 
are  modifying  the  experience 
requirement  for  individuals  with  a 
doctorate  degree  who  are  not  board- 
certified  to  have  one  year  of  experience 
directing  or  supervising  non-waived 
testing. 

Individuals  with  a  master’s  degree 
must  have  at  least  one  year  of 
laboratory  training  or  experience  and  at 
least  one  year  of  experience  as  a 
laboratory  supervisor.  Individuals  with 
a  bachelor’s  degree  must  have  two  years 
of  laboratory  training  or  experience  and 
two  years  of  supervisory  experience. 
These  revisions  permit  medical 
technologists  and  other  health  care 
professionals  (i.e.  nurses  and  physician 
assistants)  to  serve  as  directors  of 
moderate  complexity  testing  provided 
they  have  the  requisite  degree  in  science 
and  can  meet  the  laboratory  training, 
experience  and  supervisory 
requirements.  In  addition,  individuals, 
who  either  were  qualified  or  could  have 
been  qualified  as  a  laboratory  director 
under  previous  Federal  regulations,  will 
be  qualified  under  this  rule.  Also,  we 
will  allow  those  individuals  to  qualify  as 
director  if,  on  the  date  of  publication  of 
these  regulations,  they  are  qualified 
under  State  law  as  a  laboratory  director. 
This  is  a  "one-time”  recognition  of  those 
individuals  who  have  qualified  under 
State  law  as  a  director.  In  this  rule,  we 
are  not  authorizing  states  to  continue  to 
set  standards  that  in  the  future  will 
automatically  qualify  individuals  under 
State  law  to  function  as  director  when 
those  cannot  meet  the  director 
qualifications  contained  in  this  rule. 

In  our  view,  these  requirements  are 
the  minimum  qualifications  necessary  to 
perform  the  functions  of  laboratory 
director.  We  expect  laboratories  to 
evaluate  their  own  testing  activities  to 
determine  whether  additional 
knowledge,  training  or  skills  are 
required  to  fulfill  the  director 
responsibilities. 

■rhe  laboratory  director 
responsibilities  in  §  493.1407  are  being 
revised  to  more  accurately  define  the 
duties  of  the  director  and  to  clearly 
specify  that  the  director  has  overall 
responsibility  for  all  laboratory 
operations  and  testing  personnel.  The 
director  may  delegate  some  of  his  or  her 
responsibilities  but  retains  the 
responsibility  for  ensuring  that  all  of  the 
director  responsibilities  are  properly 
performed.  For  consistency  with  the 
director  requirements  for  high 
complexity  testing,  we  are  limiting  the 
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number  of  laboratories  that  an 
individual  can  direct  to  five 
laboratories.  Since  we  did  not  propose 
to  place  a  limit  on  the  number  of 
laboratories  that  an  individual  can 
direct,  we  are  inviting  comments  on  this 
requirement. 

We  have  eliminated  the  requirement 
for  abnormal  Level  I  screening  tests  for 
previously  undiagnosed  conditions  to  be 
confirmed  by  a  more  specific  Level  II 
method.  Also,  we  deleted  the 
requirement  for  the  director  to  establish 
a  process  for  review  of  patient  test 
results  prior  to  reporting. 

Sections  493.1408  Standard;  Technical 
Supervisor  (Sections  493.1409-493.1413 
Technical  Consultant,  Qualifications 
and  Responsibilities) 

A  total  of  168  comments  were 
received  on  the  proposed  requirements 
for  technical  supervisor  of  a  laboratory 
performing  Level  I  testing,  proposed  as 
§  493.1408.  Approximately  60  percent  of 
the  commenters  were  opposed  to  these 
proposed  provisions,  nearly  30  percent 
of  the  commenters  offered  alternative 
suggestions  and  the  balance  of  the 
commenters  either  misinterpreted  or 
were  in  support  of  the  proposed 
requirements  for  technical  supervisor. 
Most  of  the  comments  were  provided  by 
technologists  who  either  disagreed  with 
the  proposed  requirements  or  offered 
alternative  suggestions. 

Comments:  A  number  of  commenters 
mistakenly  interpreted  the  proposed 
regulations  to  require  a  pathologist  to 
serve  as  technical  supervisor  of  a 
laboratory  performing  Level  I  testing. 
Several  commenters  were  of  the  opinion 
that  physicians  who  direct  their  own 
laboratories  performing  Level  I  testing 
on  their  own  patients  should  be  exempt 
from  personnel  requirements  for 
technical  supmrvisirHi.  Several 
commenters  representing  public  health 
laboratories  disagreed  with  the 
requirement  that  an  M.D.  or  Ph.D.  serve 
as  director  and  technical  supervisor 
since  hiring  such  individuals  would  be 
cost  prohibitive  for  the  volume  and 
complexity  of  procedures  performed  in 
these  laboratories.  Another  commenter 
recommended  that  the  current  proposed 
requirements  for  director  and 
supervisors  be  waived  for  public  health 
facilities. 

Numerous  commenters  indicated  that 
a  consultant  medical  technologist  would 
be  qualified  and  capable  to  function  as 
the  technical  supervisor  of  a  laboratory 
performing  Level  I  testing.  One 
commenter  recommended  expanding  the 
qualification  requirements  for  technical 
supervisor  to  permit  individuals  with 
two  years  of  general  laboratory  training 
and  experience  to  qualify.  Other 


suggestions  for  technical  supervisor 
qualifications  included:  allowing 
individuals  to  qualify  %vith  a  master's  or 
higher  degree  in  a  laboratory  related 
field  of  study  or  laboratory 
management,  or  qualifying  those 
individuals  having  certification  as  a 
clinical  laboratory  director  by  a 
recognized  certifying  agency  plus  two 
years  of  general  laboratory  training  and 
experience.  One  commenter  was 
opposed  to  allowing  individuals  who 
were  approved  as  laboratory  directors 
prior  to  1970  (i.e.,  grandfathered)  to  be 
technical  supervisors. 

One  conunenter  suggested  requiring 
technical  and  general  supervisors  to  be 
available  by  phone  whenever  Level  1 
testing  is  performed.  One  commenter 
requested  that  proposed  §  493.1408(c)(1) 
include  a  definition  of  the  phrase 
“regular  in-service  training  and 
education  appropriate  for  the  type  and 
complexity  of  the  laboratory  services 
offered.”  A  commenter  questioned  the 
procedures  to  be  used  for  evaluating  the 
performance  of  the  testing  personnel 
under  §  493.1408(c)(2)  and  recommended 
that  the  technical  supervisor  annually 
certify  the  competency  of  those 
individuals  performing  Level  I  testing. 
Another  commenter  expressed  concerns 
about  the  recordkeeping  required  to 
document  the  competency  assessment  of 
each  employee’s  testing  of  previously 
assayed  samples.  Finally,  a  commenter 
expressed  concerns  about  the  cost  of 
retesting  previously  assayed  samples 
and  suggested  deleting  this  requirement 
because  of  the  increased  proficiency 
testing  standards. 

A  number  of  commenters  were 
opposed  to  the  requirement  in  proposed 
§  493.1408(c)(3)  for  the  technical 
supervisor  to  evaluate  the  performance 
of  individuals  performing  tests  at  least 
quarterly  during  the  first  year  the 
individual  tests  patient  specimens  and 
thereafter  semiannually.  They 
considered  this  requirement  to  be 
excessive  and  recommended  evaluation 
and  documentation  of  employee- 
performance  initially  during  orientation 
training  followed  by  annual  evaluation. 

Response:  The  regulations  for 
technical  supervisor  qualifications  and 
responsibilities  proposed  at  §  493.1408 
have  been  revised  and  recodified.  We 
have  changed  the  name  from  technical 
supervisor  to  technical  consultant  to 
more  closely  reflect  the  functions 
related  to  moderate  complexity  testing 
that  may  be  provided  by  one  or  more 
individuals  on  a  consultative  basis.  We 
created  a  condition  level  requirement  at 
§  493.1409,  Condition:  Laboratories 
performing  moderate  complexity  testing; 
technical  consultant,  to  encompass  the 
qualifications  and  responsibilities  of  the 


technical  consultant  At  §  493.1411, 
Standard:  Technical  consultant 
qualifications,  we  have  defined  the 
technical  consultant  qualification 
requirements,  and  we  created  a 
standard  at  §  493.1413,  Standard: 
Technical  consultant  responsibilities,  to 
contain  the  specific  responsibilities  of 
the  technical  consultant.  Specifically, 
the  regulations  authorize  pathologists  to 
function  as  the  technical  consultant  of 
any  moderate  complexity  testing 
service.  Physicians  may  function  as  the 
technical  consultant  in  any  area  in 
which  the  physician  has  at  least  one 
year  of  laboratory  training  or 
experience.  The  specialty/subspecialty 
training  or  experience  may  be  acquired 
simultaneously  in  more  than  one 
specialty  or  subspecialty.  For  example, 
those  physicians  who  have  obtained 
laboratory  training  or  experience  during 
their  medical  residency  training 
programs  will  be  able  to  qualify  as  a 
technical  consultant  of  any  specialty  or 
subspecialty  area  related  to  their 
residency  training  or  experience.  In 
other  words,  a  board  certified 
hematologist  or  hematologist/oncologist 
will  be  qualified  as  a  technical 
consultant  of  all  examinations  and  test 
procedures  included  in  the  specialty  of 
hematology. 

Individuals  with  a  doctoral  or 
master’s  degree  in  a  chemical,  physical, 
biological  or  clinical  laboratory  science 
or  medical  technology  and  one  year  of 
laboratory  training  or  experience  may 
serve  as  the  technical  consultant  if  the 
training  or  experience  was  in  the 
speciality  or  subspecialty  area  of 
moderate  complexity  testing  performed 
by  the  laboratory.  In  addition, 
individuals  with  a  bachelor’s  degree  in 
the  sciences  may  serve  as  technical 
consultant  provided  they  have  at  least 
two  years  of  laboratory  training  or 
experience  in  the  specialty  and 
subspeciaity  services  of  moderate 
complexity  testing  performed  by  the 
laboratory.  The  training  or  experience  in 
more  than  one  specialty  or  subspecialty 
may  be  acquired  concurrently  as  noted 
in  the  regulation.  These  changes  are 
somewhat  similar  to  the  changes  made 
in  the  qualification  requirements  for 
director  of  a  laboratory  performing 
moderate  complexity  testing;  therefore, 
many  medical  technologists  and  other 
health  care  professionals  will  be  able  to 
meet  the  qualifications  necessary  to 
function  as  technical  consultants  of 
laboratories  performing  moderate 
complexity  testing.  We  believe  that  the 
qualifications  specified  for  technical 
consultant  will  ensure  the  provision  of 
technical  oversight  needed  to  monitor 
the  laboratory’s  testing  activities. 
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The  proposed  technical  supervisor 
responsibility  requirements  were 
revised  to  require  the  technical 
consultant  to  be  accessible  to  the 
laboratory  to  provide  on-site  or 
telephone  consultation  on  an  as  needed 
basis.  The  competency  evaluation  of 
testing  personnel  has  been  revised  to 
require  semiannual  evaluations  the  first 
year  the  individual  tests  patient 
specimens,  and  thereafter,  annual 
evaluations  are  required  unless  there 
are  changes  in  test  instrumentation  or 
methodology,  in  which  case 
performance  must  be  evaluated  initially 
prior  to  reporting  patient  results.  The 
use  of  proficiency  testing  samples  to 
evaluate  employee  test  performance 
was  proposed  as  an  option,  not  a 
specific  requirement.  Since  it  is  essential 
to  evaluate  testing  personnel 
performance  based  on  the  ability  to  test 
specimens,  we  have  retained  the 
requirement  as  proposed  and  allow  the 
laboratories  the  flexibility  of  deciding 
which  specimens  to  use  in  the 
evaluation.  Laboratories  must  maintain 
records  to  document  that  the 
evaluations  have  been  performed. 

Section  493.1409  Standard;  General 
Supervisor 

A  total  of  208  comments  were 
received  concerning  the  qualifications 
and  responsibilities  for  general 
supervisor  of  a  laboratory  performing 
Level  I  tests  that  were  proposed  as 
§  493.1409.  Slightly  over  51  percent  of 
the  commenters  were  opposed  to  the 
proposed  requirements,  nearly  35 
percent  of  the  commenters  offered 
alternative  suggestions  and  13  percent  of 
the  commenters  either  supported  or 
misinterpreted  the  proposed 
requirements  for  general  supervisor. 

Comment-  Several  commenters 
suggested  deleting  the  general 
supervisor  requirement  for  a  laboratory 
performing  Level  I  testing,  while  other 
commenters  did  not  see  the  need  for 
both  a  technical  and  general  supervisor. 
Several  commenters  stated  that  the  ' , 
proposed  qualification  requirements  for 
general  supervisor  were  too  stringent  for 
Level  I  screening  procedures,  and 
registered  murses  should  be  permitted  to 
supervise  Level  I  test  performance. 

A  number  of  commenters  fix>m  rural 
health  clinics  suggested  waiving  the 
requirement  for  a  general  supervisor  if 
the  facility  performs  only  Level  I  tests 
and  meets  the  Medicare  requirements 
for  rural  health  clinics  located  at  42  CFR 
part  491.  Another  commenter  proposed 
that  nurse  practitioners  be  allowed  to 
supervise  rural  health  clinics  when  a 
physician  is  not  readily  available.  One 
commenter  objected  to  allowing  a 
person  who  qualified  imder  State  law  as 


a  director  to  qualify  as  a  general 
supervisor  of  a  laboratory  performing 
Level  I  tests. 

A  few  commenters  agreed  with  the 
requirement  that  a  technologist  have 
three  years  of  experience  in  order  to 
qualify  as  a  general  supervisor  of  a 
laboratory  performing  Level  I  testing, 
while  a  small  number  of  commenters 
objected  to  lowering  the  experience 
requirement  fiom  6  to  3  years.  About  20 
commenters  suggested  that  technicians 
be  permitted  to  serve  as  general 
supervisors  due  to  the  shortage  of 
registered  medical  technologists. 

Several  commenters  expressed  concern 
about  the  difficulty  in  recruiting  medical 
technologists  willing  to  supervise  Level  I 
testing. 

Several  commenters  expressed 
concern  about  the  national  shortage  of 
qualified  laboratory  personnel, 
especially  in  rural  areas.  A  number  of 
commenters  were  concerned  that  there 
would  hot  be  enough  qualified  general 
supervisors  to  provide  supervision 
during  all  hours  that  a  laboratory  would 
perform  Level  I  testing.  Several 
commenters  were  opposed  to  the 
requirement  that  a  supervisor  be  on-site 
during  all  hours  of  testing  in  a 
laboratory  performing  Level  I  testing. 
Several  commenters  suggested  requiring 
a  consultant  medical  technologist  to 
fulfill  the  general  supervisor 
requirements.  A  commenter  suggested 
that  non-accredited  hospitals  performing 
Level  I  testing  be  required  to  have  a 
general  supervisor  on  the  premises  only 
during  one  shift  and,  on  the  other  shifts, 
the  general  supervisor  could  be 
available  by  phone. 

Several  conunenters  requested  a 
definition  of  the  term  “accessible" 
relative  to  the  general  supervisors' 
location  and  availability.  Other 
commenters  objected  to  the  requirement 
for  on-site  supervision.  Specifically  the 
commenters  disagreed  with  requiring 
individuals  qualified  under  paragraphs 
(b){l).  (2).  (3).  (4).  or  (6)  of  §  493.1427, 
Standard;  General  supervision,  to  be  on¬ 
site  while  allowing  the  director 
functioning  as  the  general  supervisor  to 
be  accessible  to  the  staff  rather  than  on¬ 
site.  Some  commenters  recommended 
that  a  physician  not  be  permitted  to 
serve  as  supervisor  of  his  own  office 
laboratory  since  a  physician  would  not 
be  readily  available  to  provide  general 
supervision  to  the  staff.  One  commenter 
suggested  that  a  physician  director  not 
be  permitted  to  serve  as  both  technical 
and  general  supervisor.  Other 
commenters  recommended  that  persons 
qualifying  as  general  supervisor  under 
proposed  S  493.1405,  Standard; 
Laboratory  director  qualifications. 


should  have  at  least  two  years  of  full¬ 
time  general  laboratory  training  and 
experience. 

Several  conunenters  suggested  that  in 
laboratories  performing  Level  I  testing,  if 
the  director  is  not  always  on-site, 
monthly  consultation  by  an  individual 
meeting  the  qualifications  of  a  general 
supervisor  should  be  required.  A  few 
commenters  suggested  revising  the 
general  supervisor  requirements  to 
specify  “experience  at  the  management 
level". 

Response:  We  agree  with  the 
commenters  that  the  responsibilities 
that  were  proposed  for  the  technical  and 
general  supervisor  overlap  in  a 
laboratory  performing  moderate 
complexity  testing.  To  reduce  confusion 
and  provide  clarity  to  the  personnel 
standards,  we  have  eliminated  the 
requirement  for  general  supervision  of 
moderate  complexity  testing.  The  duties 
proposed  for  the  general  supervisor 
have  been  incorporated  into  the 
revisions  made  in  the  responsibility 
requirements  for  the  laboratory  director 
and  technical  consultant. 

(Sections  493.1415-493.1419  Clinical 
Consultant  Qualifications  and 
Responsibilities) 

Comment:  A  number  of  commenters 
recommended  that  for  laboratories 
performing  Level  II  testing,  requirements 
should  be  established  for  an 
administrative  director  and  a  medical 
director/advisor.  The  commenters 
expressed  the  view  that  a  medical 
technologist  is  qualified  to  handle  the 
administrative  responsibilities  while  a 
physician  should  serve  as  a  medical 
director/advisor  to  evaluate  test  results 
for  medical  intervention  or  decision¬ 
making  concerning  patient  diagnosis 
and  treatment. 

Response:  We  agree  with  the 
commenters.  However,  we  believe  that 
clinical  consultation  is  needed  for 
moderate  as  well  as  high  complexity 
testing  to  ensure  proper  oversight  of  the 
total  testing  process  from  test  selection 
through  analysis  and  test  result 
reporting  and  interpretation.  Therefore, 
we  are  including  provisions  requiring 
each  laboratory  performing  moderate 
complexity  testing  to  have  access  to 
clinical  consultant  services.  At 
§  493.1415,  Condition:  Laboratories 
performing  moderate  complexity  testing; 
clinical  consultant,  we  are  creating  a 
condition  for  clinical  consultation  to 
encompass  the  qualifications  and 
responsibilities  required  for  the  clinical 
consultant.  Revised  §  493.1417, 
Standard;  Clinical  consultant 
qualifications,  contains  the  specific 
qualifications  required  for  the  clinical 
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consultant.  The  clinical  consultant 
responsibilities  are  defined  at 
§  493.1419,  Standard;  Clinical  consultant 
responsibilities.  The  addition  of  these 
requirements  should  enable  the 
lal^ratory  to  provide  to  its*  clients 
clinical  consultation  whenever  needed 
for  the  utilization  of  specific  laboratory 
test  results  in  the  diagnosis  and 
treatment  of  patients  and  to  assist  in  the 
interpretation  of  particular  test  results 
with  individual  patient  conditions. 

Sections  493.1410-493.U11  Testing 
Personnel  (Sections  493.1421-493.1425 
Testing  Personnel,  Qualifications  and 
Responsibilities) 

Approximately  430  comments  were 
received  in  response  to  the  proposed 
requirements  for  testing  personnel 
(which  were  proposed  at  {§  493.1410- 
493.1411).  About  45  percent  of  the 
commenters  expressed  opposition  to 
these  sections,  with  some  indicating  that 
the  requirements  were  too  stringent  and 
others  stating  that  the  proposed 
requirements  were  not  stringent  enough. 
Around  25  percent  of  the  commenters 
misinterpreted  the  requirements,  23 
percent  of  the  commenters  offered 
alternative  suggestions  and  8  percent  of 
the  commenters  agreed  with  the 
proposed  requirements  for  testing 
personnel. 

Comment:  Although  a  number  of 
commenters  agreed  that  the  proposed 
standards  for  personnel  performing 
Level  I  testing  were  appropriate  for  the 
limited  testing  categorized  as  Level  L 
many  commenters  strongly  advised 
HHS  to  modify  the  proposed 
qualifications  for  personnel  performing 
Level  1  testing  to  require  specific 
laboratory  training.  The  commenters 
stated  that  studies  show  there  is  a 
correlation  between  the  qualifications  of 
testing  personnel  and  the  quality  of  the 
results.  Commenters  were  concerned 
that  the  minimal  personnel  qualification 
requirements  proposed  would  result  in 
laboratory  errors  and  decreased  quality 
of  testing  afiecting  patient  diagnosis  and 
treatment.  In  addition,  some 
commenters  suggested  that  if  a 
physician  functions  as  the  director, 
technical  supervisor  and  general 
supervisor  of  Level  1  testing,  the 
individuals  performing  testing  should 
meet  the  qualifications  specified  in 
§  493.1441  for  Level  II  test  performance. 
On  the  other  hand,  several  commenters 
suggested  that  regulations  for  physician 
office  laboratories  should  permit  lesser 
trained  persormel  to  perform  Level  I 
testing. 

A  number  of  commenters  mistakenly 
interpreted  the  proposed  regulations  to 
require  a  registered  technician  for 
performance  of  Level  I  testing.  Other 


commenters  suggested  that  only  medical 
laboratory  technicians  or  clinical 
laboratory  assistants  be  allowed  to 
perform  Level  I  testing.  These 
commenters  stated  that  high  school 
graduates,  or  equivalent,  do  not  have  the 
background  and  training  necessary  to 
perform  Level  I  testing.  On  the  other 
hand,  a  few  commenters  were  opposed 
to  any  proposed  regulations  that  would 
require  laboratory  technicians  for  test 
performance.  The  conunenters  cited  the 
personnel  shortage  and  the  expense 
associated  with  hiring  personnel  with 
these  qualifications.  The  commenters 
expressed  the  opinion  that  the  quality  of 
the  testing  could  be  monitored  by 
proficiency  testing  that  is  reviewed  by 
the  laboratory  director. 

Several  commenters  suggested  that 
HHS  establish  uniform  standards  for 
testing  personnel  for  all  laboratories 
performing  non-waived  tests.  Other 
commenters  were  concerned  that  the 
regulations  were  unclear  about  whether 
physicians  and  nurses  were  qualified  to 
perform  Level  I  tests.  One  commenter 
from  a  rural  health  clinic  suggested  that 
the  requirements  for  testing  personnel 
be  eliminated  and  these  clinics  be 
allowed  to  continue  to  provide 
laboratory  services  if  they  meet  the  rural 
health  clinic  requirements  located  at  42 
CFR  part  491. 

A  few  commenters  proposed  that 
standards  for  personnel  performing 
Level  I  testing  focus  on  performance 
rather  than  on  education,  with  several 
commenters  suggesting  that  HHS 
develop  a  competency-based 
examination  for  all  personnel 
performing  Level  I  testing.  Several 
commenters  suggested  that  the  Level  1 
testing  personnel  requirements  permit 
high  school  graduates  with  formal 
training  in  laboratory  testing  to  perform 
testing  only  when  a  supervisor  is  on¬ 
site.  Alternatively,  numerous 
commenters  suggested  that  each 
laboratory  performing  Level  I  testing  be 
required  to  have  a  consultant  medical 
technologist  to  provide  orientation  and 
training  to  employees,  assist  in  the 
selection  of  test  methodology  and 
development  of  quality  control  and 
quality  assurance  programs,  and 
monitor  testing  personnel  performance. 
Other  commenters  noted  that  the 
proposed  personnel  requirements  for 
Level  I  test  performance  are  not 
appropriate  for  some  of  the  procedures, 
specifically  gram  stain  interpretations, 
microscopic  examinations,  and  semen 
analysis.  Several  commenters 
recommended  expanding  personnel 
requirements  to  create  a  Level  lA  to 
include  higher  personnel  standards  for 
performance  of  certain  tests. 


Several  commenters  suggested  that  if 
Level  I  testing  is  performed  by  a  high 
school  graduate,  the  high  school 
curriculum  should  include  biology  and 
chemistry  courses.  Other  commenters 
questioned  the  necessity  of  requiring  a 
high  school  diploma,  and  suggested 
qualifications  be  based  on  individual 
competency.  Some  commenters 
suggested  that  there  be  a  “grandfather” 
provision  in  this  section  to  allow 
persons  without  a  high  school  diploma 
to  perform  tests.  These  commenters 
noted  that  the  proposed  requirements 
for  technician  under  Level  II  test 
performance  contained  a  “grandfather” 
provision  which  was  formerly  used  to 
qualify  individuals  without  a  high  school 
diploma  and  asked  that  a  similar 
“grandfather”  provision  be  included  for 
Level  I  testing.. 

Several  commenters  suggested  adding 
to  the  training  requirements  for  testing 
personnel  language  that  would  require 
individuals  to  have  an  *Hmderstanding 
of  the  basic  principles  surroimding  each 
test  and  be  able  to  identify  problems, 
using  preset  criteria”  or  “understanding 
of  reagent  preparation,  stability  and 
storage  and  factors  that  influence  test 
results,  and  lest  system  stability”. 

Response:  In  response  to  comments, 
the  proposed  regulations  for  testing 
personnel  were  modified  and  recodified. 
At  S  493.1421,  Condition:  Laboratories 
performing  moderate  complexity  testing; 
testing  personnel,  we  are  creating  a 
condition  level  requirement  to 
encompass  testing  personnel 
qualifications  and  responsibilities. 
Testing  personnel  qualification 
requirements  are  now  located  at 
§  493.1423,  Standard;  Testing  personnel 
qualifications.  A  new  standard. 
Standard;  Testing  personnel 
responsibilities,  has  been  created  at 
§  493.1425  to  contain  the  responsibility 
requirements  for  testing  personnel.  As 
previously  discussed  under  §  493.20,  the 
criteria  for  categorizing  tests  as 
moderate  complexity  were  revised 
resulting  in  more  uniform  and 
appropriate  test/methodology 
categorization.  The  criteria  were  closely 
analyzed  for  proper  linkage  with  testing 
personnel  requirements  resulting  in  the 
following  revisions  to  the  proposed 
requirements. 

Section  493.1423  was  revised  to 
clearly  reflect  that  physicians  and 
individuals  who  possess  a  doctoral, 
master’s,  bachelor’s  or  associate  degree 
in  science  would  be  qualified  to  perform 
moderate  complexity  testing.  In 
addition,  we  have  modified  the 
requirements  to  ensure  that  any 
individual  who  has  military  training  in 
laboratory  procedures  and  is  qualified 
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as  a  Medical  Laboratory  Specialist 
would  be  qualiHed  to  perforin  moderate 
complexity  testing.  We  have  retained 
the  requirement  for  testing  personnel  to 
have  a  high  school  diploma,  or  an 
equivalent,  to  ensure  that  individuals 
have  basic  skills  in  reading  and 
comprehension.  We  believe  that  the 
qualifications  speciHed  for  testing 
personnel  are  appropriate  for  the 
performance  of  moderate  complexity 
testing  but  are  placing  the  responsibility 
on  the  laboratory  director  and 
consultant(s)  for  assessment  of  these 
individuals’  competency  and  abilities 
specifically  related  to  the  types  of 
testing  performed.  At  §  493.1423,  we 
have  more  clearly  deHned  the  training 
needed  for  high  school  graduate  testing 
personnel,  and  in  §  493.1425  we  have 
established  specific  responsibilities  for 
any  individual  performing  testing. 

Laboratories  Performing  Level  II  (High 
Complexity)  Testing 

Sections  493. 1413-493. 141 7  (Sections 
493.1441-493.1445)  Laboratory  Director: 
Qualifications  and  Responsibilities 

Almost  7,000  commenters  responded 
to  the  proposed  qualification 
requirements  for  director  of  a  laboratory 
performing  Level  II  testing.  Over  half  of 
the  commenters  misinterpreted  the 
proposed  requirements,  about  26  percent 
of  the  commenters  were  opposed  to  the 
proposed  requirements,  17  percent  of  the 
commenters  offered  alternate 
suggestions  and  nearly  2  percent  of  the 
commenters  were  in  support  of  the 
proposed  requirements  for  director  of 
Level  II  testing. 

Over  4,000  of  the  commenters 
mistakenly  interpreted  the  proposed 
regulations  to  require  a  pathologist  to 
serve  as  director  of  a  laboratory 
performing  Level  II  testing.  These 
commenters  noted  the  increased  costs 
associated  with  employing  such 
individuals  and  the  shortage  of 
pathologists  available  to  serve  as 
laboratory  directors.  Many  of  these 
commenters  also  assumed  that  the 
proposed  rule  required  a  pathologist  to 
be  present  whenever  Level  II  testing  is 
performed.  A  small  number  of 
commenters  suggested  that  the  director 
requirements  for  laboratories  performing 
Level  II  testing  should  be  the  same  as 
the  proposed  requirements  for  director 
of  Level  1  testing.  Some  commenters 
recommended  that  current  Medicare 
hospital  requirements  be  adopted  as  the 
qualifications  required  for  director  of 
Level  II  testing,  in  particular  rural 
hospitals  appeared  to  be  in  favor  of 
employing  either  a  consultant 
pathologist  or  a  person  with  a  doctoral 


degree  in  a  biomedical  area  to  function 
as  the  director  of  Level  II  testing. 

A  number  of  commenters  suggested 
that  only  physicians  who  have 
appropriate  training  in  laboratory  test 
methodology  and  technology  be 
permitted  to  serve  as  directors  of 
laboratories  performing  Level  II  testing. 
On  the  other  hand,  many  commenters 
suggested  that  the  proposed  regulations 
be  modihed  to  allow  physicians  to  serve 
as  directors  of  office  laboratories 
performing  Level  II  testing,  provided  the 
laboratories  perform  tests  only  on  the 
physicians'  own  patients.  A  number  of 
physicians  serving  as  directors  of 
laboratories  performing  tests  on  their 
own  patients,  stated  that  current 
technology  and  instrumentation 
provides  test  results  that  are  sufficiently 
accurate  and  reliable  to  preclude  the 
need  for  specific  qualification 
requirements  for  the  director  of  Level  II 
testing.  Several  of  these  commenters  felt 
that  approval  to  perform  Level  II  testing 
should  be  based  upon  proficiency 
testing  performance. 

Many  commenters  noted  that 
requiring  a  pathologist  or  individual 
with  a  doctoral  degree  to  serve  as 
director  would  result  in  a  “figurehead" 
director,  since  these  individuals  were 
not  necessarily  trained  or  skilled  in 
quality  control,  management  or  quality 
assurance,  whereas  medical 
technologists  were  capable  of 
performing  the  management  and 
administrative  functions  of  the 
laboratory  director,  some  commenters 
felt  that  the  laboratory  director 
standards  of  Puerto  Rico  (i.e.,  medical 
technologists  with  5  years  of  experience) 
-should  be  adopted.  Some  commenters 
were  opposed  to  allowing  individuals  to 
direct  L«vel  II  testing  if  they  met  the 
"grandfather”  provision  in  current 
Federal  regulations,  which  previously 
permitted  individuals  to  qualify  as  a 
director  if  they  directed  a  laboratory 
prior  to  July  1, 1971.  Conversely,  a  few 
commenters  were  in  favor  of  retaining 
the  “grandfather’’  provision,  while 
numerous  commenters  stated  that  Hnal 
regulations  must  contain  a  liberal 
“grandfather”  clause  to  allow 
individuals  currently  serving  as 
directors  of  Level  II  testing  to  continue 
to  serve. 

A  few  commenters  stated  that  board 
eligibility  was  not  sufficient,  that 
directors  should  be  required  to  pass  the 
board  examination.  O^er  commenters 
suggested  approving  additional  boards, 
such  as  the  American  Board  of  Forensic 
Toxicology  and  the  American  Board  of 
Medical  Laboratory  Immunology.  A 
large  number  of  conunents  from 
physicians  and  other  allied  health 


professionals  suggested  that  board 
certification  or  speciality  training  should 
be  acceptable  to  qualify  individuals  as 
directors  of  laboratories  performing 
specific  Level  II  tests.  The  professionals 
and  the  services  they  felt  qualified  to 
have  performed  in  laboratories  they 
direct  included: 

Derma  topathologists — mycology, 
histopathology 

Mohs  micrographic  surgeons — histopathology 
Rheumatologists — chemistry,  serology 
Allergists/ immunologists — chemistry, 
serology 

Endocrinologists — chemistry 
Podiatrists — Level  II  testing 
Naturopathic  physicians — Level  II  testing 
Ophthalmic  pathologists— ophthalmic 
histopathology 
Hematologists — hematology 
Oncologists— chemistry,  hematology 
Pulmonary  physicians  and 
anesthesiologists — blood  gasses 
Urologists — chemistry,  microbiology 
Psychiatrists — Level  II  tests 
Pediatricians — microbiology,  serology, 
hematology 

Physiatrist — Level  II  testing 
Physician  with  a  master's  degree  in  public 
health — all  public  health  testing 

Many  comments  were  received  from 
respiratory  care  practitioners, 
specifically  pulmonary  physicians  or 
anesthesiologists,  suggesting  that  they 
be  qualified  to  serve  as  laboratory 
directors  of  Level  II  testing.  As  an 
alternate  suggestion,  they  recommended 
recognizing  their  boards  to  qualify 
individuals  as  directors  of  blood  gas 
laboratories.  A  few  commenters  stated 
that  the  proposed  experience 
requirements  needed  to  be  more  specific 
and  recommended  requiring  that  the 
director  of  Level  II  testing  have  three 
years  of  post-doctoral  experience  in  all 
phases  of  clinical  laboratory  testing. 
Some  commenters  were  concerned  that 
the  proposed  rule  established  no  limit  on 
the  number  of  laboratories  performing 
Level  II  testing  that  an  individual  could 
direct. 

Response:  Qualification  requirements 
for  director  of  Level  II  testing,  now  high 
complexity,  that  were  proposed  in 
§  493.1415  are  now  located  at  §  493.1443. 
Standard;  Laboratory  director 
qualiHcations.  We  have  retained  the 
requirement  for  the  director  to  be  a 
pathologist,  physician,  or  have  a 
doctoral  degree  but  are  changing  the 
training  or  experience  required  for 
physicians  or  individuals  with  doctoral 
degrees.  Physicians  are  required  to  have 
at  least  one  year  of  laboratory  training 
during  medical  residency.  This  training 
should  include  principles  and  theory  of 
laboratory  practice  and  hands  on 
laboratory  testing.  This  medical 
residency  laboratory  training  may  be 
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acquired  in  conjunction  with  obtaining 
specialty  certification.  In  other  words,  a 
board  certified  hematologist  or 
hematologist/oncologist  would  meet  the 
training  or  experience  required  to 
qualify  as  a  director  of  a  laboratory 
performing  high  complexity  testing.  In 
addition,  physicians  may  qualify  to 
direct  a  laboratory  performing  high 
complexity  tests  if  they  have  two  years 
of  experience  directing  or  supervising 
high  complexity  testing.  Physicians  may 
use  the  experience  gained  directing  or 
supervising  their  own  laboratories,  or 
co^irecting  or  sharing  in  the 
supervision  of  a  group  practice 
laboratory  while  simultaneously 
engaged  in  patient  care,  provided  this 
experience  is  in  high  complexity  testing. 
Physicians  currently  operating  their  own 
laboratories,  who  do  not  have  one  year 
of  laboratory  training  or  two  years  of 
experience  directing  or  supervising  high 
complexity  testing  on  September  1, 1992, 
will  not  be  qualified  as  a  director.  In 
order  to  perform  high  complexity  testing, 
such  physicians  must  obtain  the  services 
of  an  individual  qualified  under 
§  493.1443  until  the  requirement  for 
laboratory  training  or  experience  is  met. 

We  are  retaining  the  requirement  for 
individuals  with  a  doctoral  degree  to  be 
board-certified  as  a  prerequisite  to  meet 
the  director  requirements.  We  have 
added  the  American  Board  of  Medical 
Laboratory  Immunology  to  the  list  of 
board  recognized  under  the  regulations 
because  its  certification  requirements 
are  similar  to  the  American  Board  of 
Medical  Microbiology.  We  did  not 
include  certification  by  the  American 
Board  of  Forensic  Toxicology  because 
these  regulations  are  applicable  to 
clinical  testing,  not  forensic  procedures. 
For  individuals  with  a  doctoral  degree, 
we  are  modifying  the  proposed  four-year 
laboratory  training  or  experience 
requirements  to  require  that  two  of  the 
four  years  include  experience  directing 
or  supervising  high  complexity  testing. 
We  are  also  specifying  that  these 
individuals  must  obtain  certification  by 
an  approved  Board  within  two  years 
after  September  1, 1992.  We  have  made 
a  provision  to  allow  those  individuals 
who  are  qualified  or  could  have 
qualified  as  director  under  the  March  14. 
1990  regulations,  to  qualify  as  director  of 
high  complexity  testing.  We  are 
specifying  that  individuals  will  be 
qualified  as  laboratory  directors,  if  on 
the  publication  date  of  these  regulations, 
they  previously  qualified  under  Federal 
regulations  as  a  laboratory  director  or 
are  qualified  under  State  law  as  a 
laboratory  director.  This  is  a  “one-time" 
recognition  of  those  individuals  who 
have  qualified  under  State  law  as  a 


director.  In  this  rule,  we  are  not 
authorizing  states  to  continue  to  set 
standards  that  in  the  future  will 
automatically  qualify  individuals  under 
State  law  to  function  as  director  when 
those  individuals  cannot  meet  the 
director  qualifications  contained  in  this 
rule.  These  qualification  requirements 
are  consistent  with  current  Federal 
regulations  and  we  believe  they  are 
appropriate  for  the  direction  of 
laboratories  performing  the  test 
procedures  or  examinations  now 
categorized  as  high  complexity  tests. 

The  director  responsibility 
requirements  that  were  proposed  in 
§  493.1417  are  now  located  at  §  493.1445, 
Standard;  Laboratory  director 
responsibilities.  They  are  being  revised 
to  more  accurately  define  the  duties  of 
the  director  of  a  laboratory  performing 
high  complexity  testing.  We  are 
specifying  that  the  director  has  overall 
responsibility  for  all  laboratory 
operations  and  testing  personnel.  The 
director  may  delegate  some  of  his  or  her 
responsibilities  but  retains  the 
responsibility  for  ensuring  that  all  of  the 
director  responsibilities  are  properly 
performed.  In  response  to  commenters 
concerns,  we  are  limiting  the  number  of 
laboratories  that  an  individual  can 
direct  to  five  laboratories.  Since  we  did 
not  propose  to  place  a  limit  on  the 
number  of  laboratories  that  an 
individual  can  direct,  we  are  inviting 
comments  on  this  requirement. 

Sections  493.1419-493.1423  (Sections 
493.1447-493.1451)  Technical 
Supervisor.  Qualifications  and 
Responsibilities 

Approximately  1,250  comments  were 
received  on  the  proposed  requirements 
for  technical  supervisor.  Almost  half  of 
the  commenters  were  opposed  and  a 
small  percent  of  the  commenters  were  in 
agreement,  40  percent  offered 
alternative  suggestions  and  about  10 
percent  of  the  commenters 
misinterpreted  the  proposed 
requirements  for  technical  supervisor. 
Physicians  provided  42  percent  and 
dermatologists  submitted  26  percent  of 
the  total  comments  received  on  these 
sections.  A  large  number  of  physician 
commenters  misunderstood  the 
proposed  requirements  and  mistakenly 
assumed  that  only  pathologists  or 
individuals  having  a  PhD  would  be 
qualified  to  function  as  technical 
supervisors  of  their  office  laboratories 
performing  Level  II  testing. 

A  number  of  commenters  suggested 
that  physicians  be  permitted  to  serve  as 
technical  supervisors  of  their  own 
laboratories.  Other  commenters 
requested  expanding  the  proposed 
technical  supervisor  requirements  to 


permit  medical  technologists  to  qualify 
for  these  positions  based  on  either 
demonstrable  expertise  in  a 
subspecialty  or  specialty  of  services  or 
on  their  overall  laboratory  training  and 
experience.  In  addition,  commenters 
suggested  that  the  criteria  for  qualifying 
teclmical  supervisors  be  expanded  to 
relieve  current  laboratory  personnel 
shortages  and  include  nurse 
practitioners  or  nurses  having  a  master's 
degree  or  individuals  with  bachelor's 
degrees  who  are  certified  or  eligible  for 
certification  in  a  particular  specialty.  A 
few  commenters  suggested  allowing 
existing  laboratory  supervisors  to 
qualify  by  passing  an  examination  such 
as  the  examination  formerly 
administered  by  HHS  in  the  1970s. 

Several  commenters  objected  to  the 
proposed  regulations  citing  the  shortage 
of  trained  personnel  available  in  rural 
areas  and  suggested  eliminating  the 
requirements  for  a  technical  supervisor. 
One  commenter  noted  that  under  the 
proposed  regulations,  nearly  25  percent 
of  the  rural  hospitals  in  his  State  would 
be  unable  to  find  qualified  persons  to 
provide  technical  supervision  of 
chemistry  and  immunohematology 
services.  A  few  commenters  suggested 
substituting  the  current  Medicare  or 
Joint  Commission  accreditation 
requirements  for  hospital  laboratory 
director  for  the  proposed  technical 
supervisor  requirements. 

Some  commenters  proposed  that  the 
technical  supervisor  requirements  be 
revised  to  qualify  those  individuals  who 
have  been  certified  by  a  nationally 
recognized  certifying  body  at  the 
specialist  level  or  higher  in  clinical  and/ 
or  public  health  microbiology,  to  relieve 
the  shortage  of  qualified  personnel 
available  to  work  in  public  health 
laboratories.  A  few  commenters 
recommended  allowing  a  “medical 
technologist  with  appropriate 
experience”  to  meet  the  qualification 
requirements  for  technical  supervisor  in 
chemistry,  while  other  commenters 
suggested  that  an  individual  who  has  a 
bachelor’s  degree  in  science  and 
certification  or  is  eligible  for 
certification  and  has  four  years 
experience  in  chemistry,  should  be 
qualified  as  a  technical  supervisor  in 
chemistry. 

A  large  number  of  pulmonary 
physicians  and  respiratory  therapy 
practitioners  objected  to  the  proposed 
requirements  for  technical  supervisor  in 
chemistry  and  suggested  that 
credentialed  respiratory  therapy 
practitioners  be  qualified  to  serve  as 
technical  supervisors  in  blood  gas 
laboratories.  Many  comments  received 
from  hematologists/oncologists 
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indicated  that  they  misinterpreted  the 
proposed  regulations  and  thought  that 
they  would  be  prohibited  from  serving 
as  technical  supervisors  in  their  own 
o^ice  laboratories  performing  Level  II 
testing. 

A  large  number  of  comments  on  the 
proposed  regulations  for  technical 
supervisor  were  received  from 
dermatologists,  who  objected  to  the 
proposed  provisions  which  would 
prohibit  them  h'om  examining  skin 
biopsies  and  performing  a  number  of 
Level  II  tests  on  their  own  patients. 

Some  dermatologists  suggested  that  any 
test  or  examination  performed  by  a 
dermatologist  should  be  categorized  as  a 
waived  test.  Other  dermatologists 
suggested  that  the  requirements  of 
§  493.1421(g)  be  changed  to  include  the 
following:  “*  *  *  for  tests  in 
dermatopathology,  the  individual  is 
certified  in  dermatopathology  by  the 
American  Board  of  Pathology  and 
American  Board  of  Dermatology.” 

A  number  of  commenters  representing 
physicians  who  perform  Mohs 
micrographic  surgery,  proposed  that 
physicians  performing  such  procedures 
“*  *  *  be  accredited  as  an  Associate 
Member  or  Fellow  of  the  American 
College  of  Mohs  Micrographic  Surgery 
and  Cutaneous  Oncology,  or  possess 
qualifications  equivalent  to  those 
required  for  accreditation  as  an 
Associate  Member  or  Fellow 
status  *  *  *"  A  number  of  commenters 
practicing  ophthalmic  pathology 
recommended  revising  the  proposed 
requirements  for  technical  supervisor  at 
§  493.1421 (g)  to  include  a  new  paragraph 
(4)  as  follows:  “For  tests  in  ophthalmic 
pathology,  the  individual — 

(i)  Meets  the  requirements  of  paragraph  (a)  of 

this  section: 

(ii)  Is  certified  by  the  American  Board  of 

Pathology  or  the  American  Osteopathic 
Board  of  Pathology;  or 

(iii)  Is  certified  by  the  American  Board  of 
Ophthalmology  (or  eligible  for  such 
certihcation)  and  has  successfully 
completed  a  minimum  of  one  year  of 
formal  post-residency  fellowship  training 
in  ophthalmic  pathology."  Other 
commenters  recommended  adding  to  the 
requirement,  the  phrase  "*  *  *  is 
recognized  as  an  ophthalmic  pathologist 
upon  the  recommendation  of  the  AAOP, 
a  subspecialty  group  affiliated  with  the 
American  Academy  of  Ophthalmology”. 

A  few  commenters  agreed  with  the 
proposed  requirements  for  technical 
supervisor  of  histocompatibility  services 
and  indicated  that  histocompatibility 
testing  requires  more  evaluation  and 
judgement  than  most  other  areas  of 
laboratory  medicine;  therefore, 
additional  training  (.nd  experience  are 
necessary  to  acquire  the  requisite 


specialized  experience.  Some 
commenters  suggested  that  the 
requirement  for  technical  supervisors  of 
histocompatibility  to  have  four  years  of 
experience  in  immunology,  two  of  which 
have  been  in  histocompatibility  testing, 
should  be  revised  to  allow  individuals 
having  four  years  of  training  or 
experience  in  histocompatibility  testing 
to  qualify.  Commenters  also  suggested 
that  the  proposed  rule  be  revised  to 
require  experience  in  “human" 
histocompatibility  testing. 

A  few  commenters  objected  to  the 
technical  supervisor  responsibility 
requirements.  The  conunenters  were 
particularly  opposed  to  requiring  the 
technical  supervisor  to  evaluate 
personnel  on  a  quarterly  basis.  They 
recommended  requiring  initial  training 
and  competency  evaluation  of  each 
individual  performing  testing  at  the  time 
the  individual  is  hired  with  subsequent 
performance  evaluation  required  only 
when  new  procedures  are  introduced  or 
changes  in  procedures  occur. 

Response:  The  proposed  condition  of 
technical  supervision  of  Level  II  (now 
high  complexity)  testing  formerly 
located  at  $  493.1419  has  been  relocated 
to  §  493.1447.  The  qualiHcation 
requirements  for  technical  supervisor 
that  were  proposed  at  §  493.1421  have 
been  revised  and  recodified  and  are 
now  at  §  493.1449,  Standard;  Technical 
supervisor  qualifications.  In  response  to 
the  commenters’  concerns,  we 
reevaluated  the  qualification 
requirements.  We  had  proposed  that,  at 
a  minimum,  technical  supervisors  of 
hematology  and  radiobioassay  have  a 
bachelor's  degree  in  science.  In  this 
regulation,  we  have  revised  the 
requirements  for  technical  supervision 
to  permit  an  individual,  who  has  a 
bachelor's  degree  and  four  years  of 
laboratory  training  or  experience  in  the 
specialty /subspecialty,  to  provide 
technical  supervision  of  high  complexity 
testing  not  only  in  hematology  and 
radiobioassay,  but  also  the 
subspeciakies  of  microbiology, 
immunology,  and  chemistry.  For 
individuals  with  a  master's  degree  in  a 
science,  we  have  reduced  the  proposed 
requirement  for  laboratory  training  and 
experience  from  four  years  to  two  years. 
We  had  proposed  that  physicians  be 
qualitied  as  technical  supervisors  of  all 
specialty/subspecialty  areas,  provided 
they  had  the  required  certification  or 
specialty/subspecialty  experience. 
Under  this  rule,  we  are  retaining  the 
requirement  permitting  physicians 
without  pathology  specialty  certification 
to  serve  as  technical  supervisors  in  all 
specialty/subspecialty  areas,  except 
cytology  and  histopathology.  To  serve 


as  technical  supervisor,  we  proposed 
that  each  individual  have  training  and 
experience  in  the  specialty/subspecialty 
area;  we  revised  the  requirement  to 
qualify  those  individuals  who  either 
have  training  or  have  experience  in  the 
specialty /subspecialty  area.  For 
physicians  and  individuals  with  a 
doctoral  degree,  we  have  reduced  the 
specialty/subspecialty  training  or 
experience  required  to  one  year,  except 
for  the  specialties  of  histocompatibility 
and  clinical  cytogenetics.  Those 
physicians,  who  are  not  pathologists  but 
have  medical  residency  laboratory 
training  and  experience  acquired  during 
their  training  programs  for  specialty 
certification,  will  be  qualified  under 
these  regulations  as  a  technical 
supervisor  of  any  specialty  or 
subspecialty  area  related  to  their 
residency  training  or  experience.  For 
example,  a  board  certified  hematologist 
or  hematologist/oncologist  will  be 
qualified  as  a  technical  supervisor  of  all 
examinations  and  test  procedures 
included  in  the  specialty  of  hematology. 

In  response  to  recommendations  from 
medical  schools,  we  are  revising  the 
cytology  technical  supervisor 
qualification  requirements  to  allow 
physicians  in  their  Hnal  year  of 
residency  training  in  anatomic 
pathology  to  perform  some  of  the 
responsibilities  of  the  cytology  technical 
supervisor.  These  individuals  are 
expected  to  perform  duties  in  cytology 
as  part  of  their  training  and  are  qualified 
to  perform  the  duties  of  the  cytology 
technical  supervisor. 

We  agree  with  the  commenters  that 
dermatologists  and  ophthalmic 
pathologists  should  be  permitted  to 
perform  tissue  examinations  and  have 
added  provisions  to  allow 
dermatologists  and  ophthalmic 
pathologists  to  qualify  as  technical 
supervisors  of  dermatopathology  and 
ophthalmic  pathology,  respectively. 

In  response  to  recommendations  from 
commenters  that  we  permit  residents  in 
anatomic  pathology  training  programs  to 
perform  histopathology  services,  we 
have  added  provisions  to  the  technical 
supervisor  requirements  for 
histopathology,  dermatopathology, 
ophthalmic  pathology  and  oral 
pathology  to  permit  pathology  residents 
to  perform  tissue  examinations  in  these 
subspecialty  areas. 

We  agree  with  the  commenters  who 
suggested  that  in  histocompatibility 
testing  the  experience  should  be  in 
“human"  histocompatibility.  The 
technical  supervisor  qualihcations 
require  laboratory  training  or 
experience.  According  to  the  CUA 
statute,  a  laboratory  is  defined  as  a 


7092  Federal  Register  /  Vol.  57,  No.  40  /  Friday,  February  28,  1992  /  Rules  and  Regulations 


facility  performing  testing  on  “*  *  * 
materials  derived  &om  the  human  body 
*  *  therefore  it  is  not  necessary  to 
specify  that  the  experience  be  in 
“human”  histocompatibility.  In  response 
to  commenters  suggestions,  we  have 
revised  the  training  or  experience 
requirement  to  allow  individuals,  who 
have  four  years  of  training  or  experience 
in  histocompatibility,  to  qualify  as 
technical  supervisors  of 
histocompatibility. 

We  believe  that  the  changes  made  in 
the  qualification  requirements  for 
technical  supervisor  represent  a  more 
uniform  set  of  standards  across 
laboratory  specialty  and  subspecialty 
service  areas  and  are  consistent  with 
the  knowledge  and  skills  needed  to 
monitor  the  technical  aspects  of 
laboratory  testing  for  high  complexity 
procedures  or  examinations. 

We  agree  with  the  commenters  that 
the  proposed  requirement  for  the 
technical  supervisor  to  perform 
quarterly  evaluations  of  personnel  the 
first  year  of  testing  and  thereafter 
semiannually  is  excessive  and 
burdensome.  We  have  revised  the 
standard  to  require  semiannual 
evaluations  of  personnel  during  their 
first  year  of  testing  and  annually 
thereafter.  If  there  are  changes  in  test 
methodology  or  instrumentation, 
semiannual  evaluations  are  required  for 
an  additional  year. 

(Sections  493.1453-493.1457  Clinical 
Consultant,  Qualifications  and 
Responsibilities) 

Comment:  A  number  of  commenters 
recommended  that  for  laboratories 
performing  Level  II  testing,  requirements 
be  established  for  an  administrative 
director  and  a  medical  director/advisor. 
The  commenters  expressed  the  view 
that  a  medical  technologist  is  qualified 
to  handle  the  administrative 
responsibilities  but  a  physician  should 
serve  as  the  medical  director/ advisor  to 
evaluate  test  results  for  medical 
intervention  or  decision-making 
concerning  patient  diagnosis  and 
treatment. 

Response:  We  agree  with  the 
commenters.  Therefore,  we  are  including 
provisions  requiring  each  laboratory 
performing  high  complexity  testing  to 
have  access  to  clinical  consultant 
services  to  ensure  proper  oversight  of 
the  total  testing  process  from  test 
selection  throiii^  analysis  and  test 
result  reporting  and  interpretation.  At 
S  493.1453,  Condition:  Laboratories 
performing  high  complexity  testing; 
clinical  consultant,  we  created  a 
condition  for  clinical  consultation  to 
encompass  the  qualifications  and 
responsibilities  required  for  the  clinical 


consultant.  Section  493.1455,  Standard; 
Clinical  consultant  qualifications, 
contains  the  specific  qualifications 
required  for  the  clinical  consultant,  and 
the  clinical  consultant  responsibilities 
are  defined  at  S  493.1457,  Standard; 
Clinical  consultant  responsibilities.  The 
addition  of  these  requirements  should 
enable  the  laboratory  to  provide  clinical 
consultation  to  its  clients  whenever 
needed  for  the  utilization  of  specific 
laboratory  test  results  in  the  diagnosis 
and  treatment  of  patients  and  to  assist 
in  the  interpretation  of  particular  test 
results  with  individual  patient 
conditions. 

Sections  493.1425-493.1429  (Sections 
493.1459-493.1463)  General  Supervisor, 
Qualifications  and  Responsibilities 

Approximately  950  comments  were 
received  on  the  proposed  requirements 
(proposed  at  $9  493.1425-493.1429]  for 
general  supervisor  of  a  laboratory 
performing  Level  II  testing.  About  66 
percent  of  the  commenters  were 
opposed  and  almost  5  percent  were  in 
support  of  the  proposed  requirements.  27 
percent  offered  alternate  suggestions 
and  3  percent  misinterpreted  the 
proposed  requirements.  Technologists 
submitted  25  percent  and  physicians 
submitted  30  percent  of  the  total 
comments  received  on  these  sections. 

In  the  proposed  rule,  the  qualification 
requirements  for  the  general  supervisor 
of  Level  I  testing  were  cross-referenced 
to  the  requirements  for  general 
supervisor  of  Level  II  testing.  Therefore, 
many  of  the  comments  concerning  the 
requirements  for  general  supervisor 
were  previously  summarized  under  our 
discussion  of  proposed  9  493.1409. 

Comment:  Several  commenters  felt 
that  the  proposed  requirements  for 
general  supervisor  were  overly  stringent 
and  personnel  would  not  be  available  to 
provide  supervision  of  Level  II  testing. 
These  commenters  expressed  the  view 
that  the  proposed  regulations  would  ' 
increase  the  cost  of  testing  specimens 
and  noted  that  it  has  not  been 
demonstrated  by  scientific  studies  that 
the  proposed  personnel  requirements 
will  improve  ^e  quality  of  Level  II 
testing.  Additionally,  the  majority  of  the 
physicians,  who  commented  on  Aese 
sections,  indicated  that  their  test  costs 
would  increase  if  they  were  required  to 
have  a  general  supervisor  with  the 
qualifications  listed  in  the  proposed 
rule. 

A  number  of  commenters  suggested 
that  hematologists,  rheumatologists  and 
registered  nurses  be  qualified  as  general 
supervisors  of  laboratories  performing 
Level  II  tests.  On  the  other  hand,  several 
commenters  expressed  the  view  that 
only  a  registered  medical  technologist 


should  be  qualified  as  a  general 
supervisor.  Many  medical  technologists 
contended  that  physicians  do  not  have 
training  or  experience  in  laboratory 
management,  quality  control,  instrument 
calibration,  maintenance  or  trouble 
shooting;  therefore,  physicians  need  to 
employ  a  medical  technologist  to  fulfill 
the  responsibilities  of  a  general 
supervisor. 

Several  histotechnologists  objected  to 
the  proposed  requirement  that  would 
permit  only  a  physician  certified  in 
anatomic  pathology,  or  equivalent  to 
serve  as  general  supervisor  of 
histopathology.  Other  commenters 
recommended  recognizing  those 
individuals  trained  in  respiratory 
therapy,  who  are  either  credentialed  by 
the  National  Board  for  Respiratory  Care 
or  licensed  by  a  State  to  practice 
respiratory  therapy,  as  meeting  the 
qualifications  of  a  general  supervisor. 

Several  commenters  suggested 
eliminating  the  academic  and 
experience  requirements  and  focusing 
on  the  competency  of  personnel  as  a 
mechanism  for  meeting  the  general 
supervisor  qualifications.  A  few 
commenters  suggested  that  HHS 
developed  an  examination  to  qualify 
individuals  currently  employed  as 
supervisors  who  could  not  meet  the 
proposed  requirements. 

Many  commenters  objected  to 
requiring  a  general  supervisor  to  be  on 
the  laboratory  premises  during  all  hours 
of  testing.  Numerous  commenters 
observed  that  there  are  not  enough 
qualified  people  available  to  serve  as 
general  supervisors  of  all  laboratories 
performing  Level  II  testing.  Commenters 
from  rural  areas  expressed  concerns 
about  the  hardships  associated  with 
hiring  individuals  who  have  the 
qualifications  necessary  to  meet  the 
proposed  general  supervisor 
requirements.  One  commenter  estimated 
that  if  the  proposed  regulations  were 
finalized,  65  percent  of  the  hospitals  in 
his  state  would  be  imable  to  have  a 
qualified  general  supervisor  on  all  shifts. 

Some  commenters  recommended  that 
a  technologist  supervisor  be  required  if 
more  than  one  person  is  employed  in  the 
laboratory.  Numerous  commenters 
suggested  that  if  testing  is  performed  by 
qualified  technologists,  a  general 
supervisor  should  not  be  required  to  be 
on-site  during  test  performance.  One 
commenter,  reflecting  the  view  of  many 
commenters,  suggested  that  the 
requirements  be  changed  to  read  “*  *  * 
the  general  supervisor  is  on  the  premises 
during  the  majority  of  scheduled  hours 
in  which  test  are  being  performed, 
provided  the  individual  that  is 
performing  tests  is  qualified  to  perform 
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such  tests  and  the  supervisor 
responsible  for  the  results  reviews  them 
within  24  hours  and  a  record  is 
maintained  to  reflect  the  actual  review.” 

Several  commenters  were  opposed  to 
the  proposed  requirement  that  would 
allow  a  physician  or  doctoral  scientist 
with  only  one  year  of  experience  to 
qualify  as  a  general  supervisor 
performing  Level  II  testing.  They 
suggested  the  a  minimum  of  two  years 
experience  be  required  to  qualify  as  a 
supervisor  of  a  laboratory  performing 
Level  II  testing  in  multiple  specialties  or 
subspecialties  of  service.  Other 
commenters  recommended  that  three 
years  of  experience  be  required. 

Many  commenters  agreed  with  the 
proposed  requirements  that  would  allow 
a  medical  technologist  with  three  years 
of  experience  to  qualify  as  a  general 
supervisor.  However,  a  number  of 
commenters  recommended  reducing  the 
experience  requirement  from  three  years 
to  one  year,  while  several  other 
commenters  supported  the  current 
Federal  regulations  for  independent 
laboratories  that  require  six  years  of 
experience  to  qualify  as  a  general 
supervisor. 

Response:  In  response  to  the 
comments,  we  have  clariHed  the  general 
supervisor  qualification  requirements  to 
specify  that  physicians  are  qualibed  to 
function  as  the  general  supervisor  if  they 
have  at  least  one  year  of  laboratory 
training  or  experience  in  high 
complexity  testing.  Physicians  may 
acquire  the  one  year  of  laboratory 
training  or  experience  during  medical 
residency  training  programs  for 
speciality  certification.  For  example,  a 
board  certified  hematologist  or 
hematologist/oncologist  would  meet  the 
training  or  experience  required  to  serve 
as  as  general  supervisor  of  high 
complexity  testing.  Also,  individuals 
who  are^  qualified  as  a  director  or 
technical  supervisor  of  high  complexity 
testing,  are  qualified  to  function  as  the 
general  supervisor.  In  addition,  we  are 
revising  the  proposed  rule,  which  would 
have  required  individuals  with  a 
master’s  degree  to  have  two  years  of 
laboratory  experience  and  individuals 
with  a  bachelor’s  degree  to  have  three 
years  of  laboratory  experience,  to 
require  one  year  of  laboratory  training 
or  experience  to  be  consistent  with  the 
requirement  for  physicians  to  have  one 
year  of  laboratory  training  or 
experience.  This  will  permit  nurses  and 
other  allied  health  professionals  to 
qualify  as  general  supervisors.  We  have 
revised  the  requirements  to  allow 
individuals  with  an  associate  degree  in 
laooratory  science  or  medical 
technology  to  qualify  as  general 


supervisors  provided  they  have  at  least 
two  years  of  laboratory  training  or 
experience  in  high  complexity  testing. 

We  are  permitting  those  individuals, 
who  are  qualiHed  or  could  have 
qualiHed  as  a  general  supervisor  under 
Federal  regulations  published  on  March 
14, 1990,  to  qualify  as  a  general 
supervisor  of  high  complexity  testing. 
Also,  we  have  added  a  provision  to 
qualify  as  general  supervisors  of  blood 
gas  analysis,  those  individuals  with  a 
bachelor’s  degree  in  respiratory  therapy 
and  one  year  of  training  or  experience  in 
blood  gas  analysis,  and  those 
individuals  have  an  associate  degree 
related  to  pulmonary  function  and  two 
years  of  laboratory  training  or 
experience  in  blood  gas  analysis.  In 
establishing  standards  for  general 
supervisor  of  high  complexity  testing, 
we  carefully  evaluated  the  personnel 
qualiHcations  in  conjunction  with  tests 
now  categorized  as  high  complexity  and 
believe  that  the  education  and 
experience  requirements  are  reasonable 
and  appropriate  for  individuals 
responsible  for  the  day-to-day 
supervision  of  laboratories  performing 
the  most  complex  procedures  and  the 
direct  supervision  of  high  school 
graduates  performing  high  complexity 
testing. 

We  understand  and  agree  with  the 
commenters  concerns  that  it  may  not 
always  be  feasible  to  have  a  general 
supervisor  in  the  laboratory  during  all 
hours  of  testing.  Therefore,  we  have 
revised  the  requirements  to  generally 
require  day-to-day,  but  not  necessarily 
on-site,  supervision  of  testing  personnel. 
However,  direct,  onsite  supervision  is 
required  when  high  complexity  testing  is 
performed  by  a  high  school  graduate 
who  does  not  meet  the  other 
qualification  requirements  for  testing 
personnel.  In  other  cases,  the  general 
supervisor  must  be  accessible  to  the 
laboratory  to  provide  on-site,  telephone, 
or  electronic  consultation  on  an  as 
needed  basis. 

In  response  to  the  histotechnologists 
comments  that  the  general  supervisor 
requirements  should  be  expanded  to 
allow  histotechnologists  to  function  as  a 
general  supervisor  of  histopathology,  we 
have  not  changed  the  proposed 
requirement  because  we  are  permitting 
only  pathologists  and  pathology 
residents  to  perform  histopathology 
testing  i.e.,  gross  and  microscopic 
examinations  of  tissue.  However,  the 
regulations  do  not  preclude  a  director 
from  appointing  a  histotechnologist  to 
supervise  specimen  handling,  i.e.,  tissue 
processing  and  staining  of  slides. 


Section  493.1427(b)(5)  (Sections 
493.1467-493.1471)  Cytology  General 
Supervisor 

Comment’  Several  commenters 
recommended  that  the  experience 
requirement  for  qualifying  as  a  cytology 
general  supervisor  be  expanded  to 
include  teaching  experience  or  other 
experience  that  was  field  related,  not 
just  laboratory  experience.  Many 
commenters  objected  to  requiring  the 
general  supervisor  of  cytology  to  be  on 
the  premises  when  nonsupervisory 
cytotechnologists  examine  cytologic 
preparations,  unless  a  technical 
supervisor  of  cytology  was  present. 

They  said  that  it  is  not  necessary  to 
have  a  cytology  general  supervisor  on¬ 
site  when  slides  are  examined  because 
the  examination  of  slides  is  not 
generally  an  emergency  procedure  and 
laboratories  must  employ  qualified 
cytotechnologists  to  examine  cytologic 
preparations. 

Response:  We  agree  with  the 
commenters  that  the  cytology  general 
supervisor  qualibcation  requirements 
should  be  expanded  to  include 
experience  obtained  in  performing 
various  duties,  including  evaluating 
slide  preparations,  teaching  or  clinically 
oriented  cytology  research.  Therefore, 
we  have  modified  this  requirement  to 
qualify  those  cytotechnologists  who 
have  3  years  of  full-time  experience 
within  the  preceding  10  years  as  a 
cytotechnologist.  We  agree  that 
supervisory  personnel  do  not  need  to  be 
on  the  premises  at  all  times  when 
nonsupervisory  personnel  are  reviewing 
slides  and  are  revising  the  proposed 
requirement.  The  revision  states  that  the 
cytology  general  supervisor  is 
responsible  for  the  day-to-day 
supervision  of  the  overall  laboratory 
operation  and  must  be  accessible  to 
provide  on-site,  telephone,  or  electronic 
cotisultation  to  resolve  technical 
problems.  In  addition,  we  have 
expanded  the  list  of  responsibilities  for 
the  general  supervisor  to  be  consistent 
with  the  duties  listed  under  the  cytology 
quality  control  regulations,  including 
documentation  of  the  number  of 
cytology  slides  examined  or  reviewed. 

Sections  493.1437-493.1439  (Sections 
493.1481,  493.1483  and  493.1485) 
Cytotechnologist,  Qualifications  and 
Responsibilities 

Comment:  In  response  to  our  request 
for  comments  on  optional 
cytotechnologist  qualification 
requirements,  recognition  of  an 
accrediting  agency’s  credentials  for 
qualifying  cytotechnologists  was  the 
preferred  option  of  the  majority  of  those 
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who  commented  on  the  options  for 
cytotechnologist  quaKfications.  The 
majority  of  commenters  were  in  favor  of 
recognizing  the  American  Society  of 
Clinical  Pathologists’  (ASCP)  Board  of 
Registry  of  qualifying  cytotechnologists 
who  do  not  meet  existing  regulations.  To 
qualify  as  a  cytotechnologist.  ASCP 
currently  requires  a  baccalaureate 
degree  (in  cytotechnology  or  a  biological 
science)  from  an  accredited  university, 
graduation  from  a  school  of 
cytotechnology  approved  by  the 
Committee  on  Allied  Health  Education 
and  Accreditation  (CAHEA)  or  five 
years  of  experience  as  a 
cytotechnologist,  and  ASCP 
certification.  A  few  commenters 
suggested  that  certification  by  the 
American  Society  of  Cytology  should  be 
recognized  by  HHS  for  quali^ing 
cytotechnologists,  while  others 
suggested  that  cytotechnologists  from 
foreign  countries  be  qualified  on  the 
basis  of  certification  by  the 
International  Academy  of  Cytology 
(lAC).  A  few  commenters  working  in 
hospitals  expressed  fear  of  losing  their 
jobs  if  the  lAC  certification  examination 
is  not  recognized. 

Many  commenters  felt  that  the 
existing  qualification  requirements  for 
cytotechnologists  should  not  be  changed 
because  they  represent  the  appropriate 
qualifications  necessary  for  examination 
of  cytology  preparations.  Due  to  the 
shortage  of  cytotechnologists  in  the 
field,  a  few  commenters  felt  the 
educational  requirements  for 
cytotechnologists  were  either 
unnecessary  or  too  stringent  and  should 
be  removed  from  the  regulations.  These 
commenters  felt  they  should  be  allowed 
to  qualify  through  an  examination  that 
would  be  made  available  to  all 
individuals. 

Many  commenters  made 
recommendations  to  ensure  that 
individuals  currently  working  as 
cytotechnologists  would  not  be 
disenfranchised  and  w’ould  be  given  an 
opportunity  to  qualify  based  on 
demonstrated  competency.  These 
recommendations  included;  Use 
proficiency  testing  to  ensure  that 
individuals  are  competent;  require 
attestation  of  competency  by  the 
technical  supervisor;  establish  a  time 
frame  for  all  currently  working 
cytotechnologists  to  sit  for  a  recognized 
examination;  and  designate  a  date  by 
which  individuals  must  meet 
qualification  requirements.  A  few 
commenters  requested  the 
establishment  of  new  training  programs 
for  cytotechnologists.  One  commenter 
suggested  a  nationwide  training  program 


similar  to  the  training  programs  offered 
during  the  1950s  and  1960s. 

Many  individuals  and  organizations 
offered  suggestions  on  the  option  of 
extending  the  “grandfather"  clause. 
These  suggestions  included  extending 
the  time  period  for  qualifying 
individuals  under  the  "grandfather” 
clause  until  the  implementation  date  of 
the  regulations  and  considering  as 
qualitied  all  individuals  who  have 
functioned  in  the  capacity  of  a 
cytotechnologist  whether  or  not  they 
have  the  specitic  education  or  training 
in  cytology.  Many  commenters  indicated 
a  variety  of  entry  methods  for  becoming 
certified  as  cytotechnologists  have  been 
available  over  the  past  20  years  and 
both  employers  and  individuals 
performing  cytology  services  should 
have  been  aware  of  these  opportunities, 
therefore  an  extension  of  the  time  period 
in  which  to  qualify  individuals  wras  not 
necessary. 

A  variety  of  comments  were  received 
about  the  option  of  establishing  an 
examination  to  qualify 
cytotechnologists.  A  few  commenters 
indicated  they  did  not  agree  with 
qualifying  cytotechnologists  on  the  basis 
of  a  single  examination.  Several 
commenters  indicated  an  additional 
examination  was  both  unnecessary  and 
inefficient  since  similar  examinations 
already  exist  or  did  at  one  time. 

Under  the  cytotechnologist 
responsibility  requirements,  one 
commenter  suggested  daily 
documentation  of  the  amount  of  time 
spent  in  the  cytopreparatory  laboratory 
and/or  on  clerical  duties. 

Response:  We  are  adopting  the  option 
favored  by  the  majority  of  the 
commenters  and  are  adding  to  the 
qualification  requirements  for 
cytotechnologists  a  provision  to 
recognize  certification  by  a  certifying 
agency  approved  by  HHS.  In  addition, 
we  are  adding  a  provision  to  qualify 
those  individuals  who  have  graduated 
from  a  school  of  cytotechnology 
accredited  by  the  Committee  on  Allied 
Health  Education  and  Accreditation 
(CAHEA).  Depending  on  the  school, 
these  individuals  may  or  may  not  have  a 
bachelor's  degree,  but  they  will  meet 
education  requirements  that  we  feel  are 
appropriate  for  performing  the  duties  of 
a  cytotechnologist.  We  are  not 
establishing  new  training  programs  for 
cytotechnologists,  but,  if  there  is  a  need 
for  new  programs,  we  encourage  their 
development. 

Our  intent  is  not  to  disenfranchise 
individuals  currently  working  as 
cytotechnologists  but  to  provide 
standards  for  cytotechnologist 
qualifications  that  will  ensure  quality  of 


service  and  be  in  the  best  interest  of 
public  health.  We  realize,  however,  that 
some  currently  employed 
cytotechnologists  may  not  be  able  to 
qualify  under  the  new  requirements 
described  above.  Therefore,  in  addition 
to  these  new  provisions  for  qualifying  as 
a  cytotechnologist,  we  are  permitting 
individuals  to  qualify  who,  as  of 
September  1, 1992  meet  qualitication 
requirements  specified  under  previous 
Federal  regulations.  Accordingly,  those 
individuals  who  are  able  to  qualify 
under  the  requirements  that  were 
published  on  March  14, 1990,  will  be 
qualified,  including  those  who  have 
recent  experience  and  can  meet  the 
grandfather  clause  contained  in  prior 
regulations  for  Medicare  approval  and 
interstate  license  of  laboratories.  These 
individuals  would  be  qualitied  based  on 
training  and  experience  acquired  before 
January  1, 1969  provided  they  have  had 
at  least  2  years  of  full-time  experience 
as  a  cytotechnologist  within  the 
preceding  5  years. 

In  spite  of  our  efforts  to  develop 
standards  that  will  qualify  most 
individuals  currently  working  as 
cytotechnologists,  there  may  be  some 
individuals  w'ho  are  unable  to  meet 
these  requirements.  Therefore,  we  are 
adding  provisions  to  allow  up  to  2  years 
for  individuals  who  do  not  meet  the  new 
qualification  standards  or  those  in 
previous  regulations,  to  either  complete 
a  CAHEA-approved  program  in 
cytotechnology  or  obtain  certitication 
credentials.  Individuals  seeking  to 
qualify  by  this  route  must  have  at  least  2 
years  of  full-time  experience  or 
equivalent  as  of  September  1, 1993.  In 
addition,  we  are  providing  a  second 
year  for  those  indivaduals  who  meet  the 
experience  requirement  to  either 
complete  formal  training  in  a  CAI  lE.^,- 
approved  school  or  to  become  certified 
as  a  cytotechnologist.  Prior  to 
September  1, 1994,  HHS  will  assess  the 
status  of  these  individuals  and  consider 
modifications  to  these  requirements. 

Because  of  its  limited  scope,  we  do 
not  think  that  proficiency  testing  for 
gynecologic  cytology,  as  described 
under  §  §  493.855,  Standard;  Cytology: 
Gynecologic  cytology,  and  493.945, 
Cytology;  gynecologic  examinations,  is  a 
suitable  means  for  qualifying 
cytotechnologists.  However,  proficiency 
testing  will  test  the  competency  of  all 
individuals  who  are  able  to  qualify  as 
cytotechnologists  under  the  provisions 
described  above.  We  believe  that 
proficiency  testing,  along  with  standards 
in  quality  control,  such  as  limitations  on 
workload,  rescreening  of  negatives, 
feedback  on  abnormal  and  other  cases, 
and  performance  evaluations  will 
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provide  and  maintain  quality 
performance  in  cytology. 

Under  the  cytotechnologist 
responsibility  requirements,  we  are 
retaining  requirements  for 
documentation  of  workload  needed  to 
meet  the  standards  under  the  cytology 
quality  control  section;  that  is, 
documentation,  for  each  24-hour  period, 
of  the  number  of  slides  examined  or 
reviewed  and  the  number  of  hours  spent 
examining  slides  for  all  laboratories  in 
which  the  individual  is  employed.  We 
do  not  agree  that  it  is  necessary  for  each 
cytotechnologist  to  document  the 
amount  of  time  spent  on  duties  other 
than  slide  examination.  However,  If  a 
cytotechnologist  has  other  duties  not 
directly  related  to  slide  examination,  his 
or  her  workload  limit  must  be  prorated 
based  on  the  formula  given  in  the 
cytology  quality  control  section. 

Sections  493.1431,  493.1441,  493.1443  and 
493.1445  Technologist,  Technician  and 
Technician  Trainee  Qualifications  and 
Responsibilities  (Sections  493.1487-1495 
Testing  Personnel,  Qualifications  and 
Responsibilities 

About  1,500  comments  were  received 
concerning  the  proposed  regulations  for 
testing  personnel.  Approximately  54 
percent  of  the  commenters  were 
opposed,  while  about  5  percent  were  in 
support  of  the  proposed  requirements. 
About  9  percent  of  the  commenters 
misinterpreted  the  proposed 
requirements  and  nearly  31  percent  of 
the  commenters  offered  alternative 
suggestions.  Approximately  37  percent 
of  the  comments  were  from  physicians, 
while  33  percent  of  the  comments  were 
from  technologists  and  respiratory  care 
personnel. 

Comment:  Many  physicians  and 
numerous  commenters  representing 
rural  hospitals  expressed  the  view  that 
the  proposed  qualifications  for  testing 
personnel  were  too  stringent  and  could 
not  be  met  due  to  the  severe  shortage  of 
technical  personnel  and  the  financial 
burden  associated  with  employing  such 
individuals. 

Many  commenters  mistakenly 
interpreted  the  proposed  rule  to  require 
all  Level  II  testing  personnel  to  have  at  a 
minimum  an  academic  degree  and, 
therefore,  requested  regulatory  revisions 
to  allow  test  performance  by  non¬ 
degreed  individuals.  They  expressed 
concern  about  laboratory  personnel 
shortages  and  noted  that  the 
performance  of  tests  using  highly 
automated  equipment  does  not  require 
specialized  expertise.  However,  a 
number  of  commenters  agreed  with  the 
proposed  requirements  for  personnel 
performing  Level  II  testing,  while  several 
commenters  recommended  more 


stringent  requirements  for  testing 
personnel  such  as  requiring  that  all 
testing  be  performed  either  by  certified 
medical  technologists  or  medical 
laboratory  technicians. 

Numerous  commenters  disagreed  with 
the  proposed  qualiHcations  for 
technicians,  since  a  high  school 
graduate  with  two  years  of  laboratory 
experience  was  considered  equivalent 
to  a  medical  laboratory  technician 
having  an  associate  degree.  A  few 
commenters  suggested  Federal  funding 
to  support  technician  and  technologist 
training  programs  to  avoid  critical 
personnel  shortages. 

Several  commenters  from  States 
having  personnel  licensure  laws 
suggested  that  testing  personnel  either 
be  licensed  or  certified  by  examination, 
while  other  commenters  recommended 
that  HHS  reinstate  the  proficiency 
examination  as  a  mechanism  to  qualify 
individuals  as  technologists.  One 
professional  organization  recommended 
establishing  a  competency-based, 
credentialing  examination  to  qualify 
individuals  as  technologists  and 
technicians.  The  organization  proposed 
three  levels  of  personnel  qualifications. 
Another  organization  recommended  that 
the  proposed  qualifications  for 
technologists  be  modified  to  recognize 
certifying  organizations  approved  by 
HHS. 

A  few  commenters  suggested  that,  in 
addition  to  the  studies  mandated  under 
CLIA,  HHS  conduct  a  study  to  evaluate 
the  equivalency  of  alternative 
mechanisms  for  qualifying  as 
technologists  those  individuals  who  do 
not  have  a  baccalaureate  degree.  Some 
commenters  noted  that  the  proposed 
requirements  did  not  include  any 
requirements  for  histotechnologists  or 
histologic  technicians.  These 
commenters  suggested  that 
histotechnologist  qualifications  be 
included  in  proposed  §  493.1433,  and 
that  histotechnician  qualifications  be 
included  in  proposed  §  493.1441,  One 
commenter  suggested  recognizing  the 
American  Society  of  Clinical 
Pathologists  certification  for 
histotechnologists.  Other  commenters 
recommended  that  individuals 
performing  histocompatibility  testing 
possess  a  bachelors  degree  in  a 
biological  science,  which  includes 
courses  in  immunology  and  genetics, 
and  complete  a  3-6  month  training 
program  in  histocompatibility. 

Numerous  commenters  suggested  that 
the  “pertinent  full  time  laboratory 
experience”  should  be  in  an  approved 
laboratory.  A  few  commenters  voiced 
concerns  about  the  quality  of  the 
training  programs  for  laboratory 
technicians  and  were  opposed  to  for- 


profit  laboratory  technician  training 
programs. 

Response;  We  are  adding  provisions 
to  clarify  that  physicians  and 
individuals  with  a  doctoral  or  master’s 
degree  in  a  science  are  qualified  to 
perform  high  complexity  testing  in 
specialty  areas  other  than  pathology. 

We  are  including  a  provision  to  allow 
individuals  who  were  qualified  or  could 
have  qualified  as  a  technologist  under 
the  March  14, 1990  regulations,  to  now 
qualify  to  perform  tests  of  high 
complexity.  Additional  specifications 
were  provided  in  the  responsibility 
requirements  to  insure  that  testing 
personnel  are  aware  of  all  of  the  duties 
related  to  test  performance. 

Section  493.1442  Personnel 
Qualifications  for  Test  Performance 

Approximately  6,100  commenters 
responded  to  the  proposed  personnel 
qualifications  required  for  performance 
of  specific  categories  of  Level  II  tests. 
Approximately  65  percent  of  the 
commenters  to  this  section  were 
opposed  to  the  proposed  requirements, 
primarily  because  they  misunderstood 
the  qualification  requirements,  while 
around  34  percent  offered  alternative 
suggestions. 

Comment:  Nearly  85  percent  of  the 
comments  received  were  from 
respiratory  care  practitioners  (primarily 
respiratory  therapists),  who  believed 
that  the  proposed  regulations  precluded 
them  from  performing  and  supervising 
blood  gas  analysis  and  other  laboratory 
tests.  They  felt  that  restricting 
respiratory  therapy  practitioners  from 
performing  blood  gas  analysis  would 
have  an  adverse  impact  on  patient  care 
that  could  be  life  threatening.  A  large 
number  of  respiratory  therapists 
expressed  the  view  that  they  were 
qualified  to  perform  laboratory  testing 
by  virtue  of  their  training  in  an 
American  Medical  Association  (AMA) 
approved  program  and  certification  by 
the  National  Board  for  Respiratory  Care. 
These  commenters  strongly  suggested 
that  credentialed  respiratory  therapy 
practitioners  and  pulmonary  function 
technologists  be  qualified  to  serve  as 
technologists/ technicians  in  blood  gas 
laboratories.  A  much  smaller  number  of 
respiratory  therapists  felt  that  they  were 
not  prepared  to  operate  laboratory 
equipment  and  instruments  and  should 
be  limited  to  interpretation  of  blood  gas 
reports  rather  than  performance  of 
blood  gas  analyses. 

A  few  commenters  did  not  understand 
that  the  proposed  requirements  would 
permit  physicians  to  perform  laboratory 
tests.  Several  comments  were  received 
from  dermatologists,  who  perform  Mohs 
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micrographic  surgery  as  as  clinical 
laboratory  tests  in  their  ofOces, 
suggesting  that  they  be  qualified  to 
perform  these  proc^ures  on  the  basis  of 
their  training,  experience  and  board 
eligibility  and/or  certification.  Other 
commenters  asked  that  hematologists, 
oncologists,  and  ophthalmic  pathologists 
be  exempt  from  the  requirements 
contained  in  $  493.1442. 

Many  comments  from  individuals 
employed  in  rural  physician  office 
laboratories  and  nurses  working  in 
home  health  agencies,  clinics  and 
hospitals,  were  in  opposition  to  the 
proposed  regulations  because  the 
commenters  incorrectly  assumed  that 
only  credentialed  laboratory  personnel 
would  be  permitted  to  perform  Level  II 
testing.  They  recommended  revising  the 
proposed  requirements  to  allow  non- 
credentialed  laboratory  personnel  to 
perform  Level  II  testing,  provided  the 
proficiency  testing  and  quality  control 
requirements  were  met. 

A  number  of  commenters  thought  that 
the  proposed  rule  would  have  to  be 
revised  in  order  to  permit  hospital 
nursing  personnel  to  perform  Level  II 
tests  at  the  patient’s  bedside,  while 
other  comments  received  from 
perfusionists  indicated  that  they  should 
be  qualified  to  perform  blood  gas 
analysis  and  electrolyte  determinations. 

Some  commenters  agreed  with  the 
requirement  that  all  testing  personnel  be 
licensed  as  required  by  the  State  but 
other  commenters  indicated  that  only 
medical  technologists  should  be 
qualified  to  perform  Level  II  testing.  On 
the  other  hand,  several  commenters 
expressed  the  view  that  the  proposed 
personnel  qualification  requirements 
would  severely  limit  the  ability  of  State 
and  local  clinics  to  provide 
epidemiology  testing  and  health  fairs  to 
offer  screening  services.  In  addition, 
numerous  commenters  expressed 
concern  that  the  requirement  permitting 
only  technologists  to  perform  tests  in 
microbiology  and  immunohematology 
was  overly  stringent,  without  scientific 
basis  and  would  cause  severe  problems 
in  rural  hospitals  that  do  not  have 
personnel  who  could  meet  the  proposed 
qualifications.  Many  commenters 
representing  rural  hospitals  stated  that, 
if  the  proposed  regulations  were 
implemented,  their  hospitals  would  no 
longer  be  able  to  perform  blood  bank 
services  due  to  the  shortage  of  qualified 
technologists. 

A  few  commenters  suggested  adding 
the  phrase  “or  equivalent  education 
and/or  experience”  to  all  personnel 
qualification  standards,  especially  in  the 
specialty /subspecialty  areas  of 
cytogenetics,  histocompatibility,  and 
virology  because  qualified  medical 


technologists  are  not  always  available 
to  perform  the  testing  and  personnel 
having  equivalent  education  and 
experience  should  not  be  restricted  from 
testing  in  these  areas.  A  few 
commenters  felt  that  "trained”  persons 
rather  than  “credentialed”  individuals 
should  be  qualified  to  perform  in  vitro 
allergy  tests. 

Many  commenters  expressed  the  view 
that  m^ical  laboratory  technicians  with 
an  associate  degree  are  qualified  to 
perform  the  same  level  of  testing  as 
medical  technologists,  although  a  much 
smaller  number  of  commenters 
suggested  that  technicians  be  allowed  to 
perform  Level  11  tests  only  under  the 
superv'ision  of  technologists.  A  few 
commenters  claimed  that  there  were  no 
studies,  conducted  in  the  past  or 
currently  in  process,  to  support  the 
proposed  teiAnician  and  technologist 
testing  categories.  Other  commenters 
felt  that  the  addition  30  semester  hours 
of  course  work  required  for  a  degree  in 
medical  technology  did  not  necessarily 
ensure  competency  in  laboratory  testing 
and  was  not  justified  for  performance  of 
the  proposed  testing  categories. 
Numerous  commenters  objected  to  the 
proposed  requirement  for  medical 
laboratory  technicians  to  have 
additional  experience  in  order  to 
perform  Level  II  testing,  since  their 
training  programs  prepare  graduates  to 
perform  the  Level  II  tests  listed  under 
§  493.1442(a).  They  indicated  that  the 
additional  experience  is  not  needed  and 
suggested  that  medical  laboratory 
teclmicians  be  allowed  to  perform  all 
Level  II  tests,  except  cytology.  On  the 
other  hand,  some  commenters 
recommended  that  technicians  be 
required  to  gain  additional  experience 
and  training  prior  to  performing 
toxicology,  complex  electrophoresis 
testing  and  gas  chromatography/mass 
spectrophotometry  tests.  Other 
commenters  suggested  requiring 
technicians  to  have  additional 
experience  of  from  three  months  to  one 
year  prior  to  performance  of  tests  in 
general  immunology,  endocrinology, 
mycology,  virology,  immunohematology. 
mycobacteriology  and  toxicology.  One 
organization  cited  an  inconsistency  in 
requiring  work  experience  for 
technicians  performing  Level  II  tests 
listed  in  5  493.1442(b),  but  not  requiring 
work  experience  for  technologists 
performing  Level  II  tests  listed  in 
§  493.1442(a).  The  commenter  suggested 
requiring  technologists  to  have  a 
minimum  of  one  year  experience  before 
qualifying  to  perform  the  tests  listed  in 
§  493.1442(a). 

A  number  of  medical  laboratory 
technicians  expressed  concerns  that  the 
requirements  for  technicians  fail  to 


differentiate  between  individuals  who 
complete  a  formal  associate  degree 
training  program  for  medical  laboratory 
technicians,  and  high  school  graduates 
with  on-the-job  training. 

A  number  of  commenters  suggested 
that  §  493.1442  be  deleted.  The 
commenters  were  of  the  opinion  that  it 
is  the  laboratory’s  responsibility  to 
establish  personnel  qualifications 
required  for  test  performance  and 
monitor  the  competence  of  individuals. 
Many  commenters  felt  that  the  director 
should  have  responsibility  for 
determining  which  individuals  are 
qualified  to  perform  specific  tests. 

A  few  commenters  noted  the  difficulty 
in  inspecting  laboratories  for 
compliance  with  the  proposed 
requirements,  since  different  personnel 
qualifications  would  be  required  for 
Level  1  and  Level  II  test  performance  on 
the  same  specimen. 

A  few  commenters  asked  for 
clarification  of  “full-time  experience” 
Others  suggested  that  “testing”  be 
defined  in  the  definition  section.  The 
commenters  noted  that  testing  does  not 
include  clerical  or  support  tasks  and,  for 
the  purpose  of  defining  personnel 
qualifications  requirements,  testing 
should  be  defined  as  the  functions 
performed  on  a  specimen  that  changes  it 
in  some  significant  or  substantial  way. 

One  commenter  noted  that  in  the 
table  under  §  493.1442(a), 
immunohematology  procedures  were 
incorrectly  referenced  to  §  493.950 
instead  of  §  493.959. 

Response:  The  respiratory  therapy 
practitioners  misinterpreted  the 
proposed  requirement  that  would  have 
permitted  a  high  school  graduate  with 
two  years  of  testing  experience  to 
perform  laboratory  tests,  including  the 
performance  of  blood  gas  analysis.  To 
clarify  that  respiratory  therapy 
practitioners  are  qualified  to  perform 
blood  gas  analyses,  we  are  adding  a 
provision  under  §  493.1489,  Standard; 
Testing  personnel  qualifications, 
specifically  authorizing  blood  gas 
analysis  by  individuals  who  have  a 
bachelor’s  degree  in  respiratory  therapy 
or  an  associate  degree  related  to 
pulmonary  fianction. 

We  agree  with  the  commenters  that 
the  qualification  requirements  for  testing 
personnel  need  to  ensure  that 
individuals  have  the  knowledge  and 
skills  necessary  to  process  specimens, 
perform  testing  and  report  test  results. 
Since  the  test  categorization  criteria 
were  revised,  only  the  most  complex 
text  procedures  now  are  categorized  as 
high  complexity.  At  a  minimum, 
individuals  performing  high  complexity 
testing  must  have  an  associate  degree  in 
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science  in  order  to  perform  high 
complexity  testing  without  direct,  on¬ 
site  supervision  by  a  general  supervisor. 
For  five  years  after  the  effective  date  of 
the  regulations,  we  will  allow  high 
school  graduates  to  perform  high 
complexity  testing  under  the  on-site, 
direct  supervision  of  a  general 
supervisor.  During  the  five  year  period, 
we  expect  that  these  individuals  will 
complete  the  course  work  necessary  to 
obtain  an  associate  degree  in  laboratory 
science  or  medical  laboratory 
technology  to  continue  to  qualify  to 
perform  high  complexity  testing.  An 
individual  qualified  under  §  493.1489  to 
perform  high  complexity  testing  is 
authorized  to  perform  testing  in  ail 
specialties  and  subspecialities,  except 
histopathology  and  cytology.  In  our 
view,  the  qualifications  required  for 
testing  personnel  are  appropriate  for 
individuals  performing  high  complexity 
testing  provided  they  have  been 
appropriately  oriented  and  trained  to 
perform  the  tests  and  the  director 
specifies  in  writing  that  the  individual  is 
authorized  to  perform  the  speciHc  tests 
or  examinations.  In  addition,  we  have 
provided  for  these  individual’s  testing 
skills  to  be  evaluated  prior  to  performing 
test  on  patients,  and  thereafter  on  an 
ongoing  basis  to  ensure  continued 
competency  in  test  performance. 

The  requirements  that  were  proposed 
at  §  §  493.1442  are  being  deleted,  since 
we  have  revised  the  director 
responsibilities  to  require  the  director  to 
specify  in  writing  the  responsibilities  of 
each  consultant,  supervisor,  and 
individual  performing  tests.  In  addition, 
the  director  must  determine  the 
procedures  each  individual  is  authorized 
to  perform,  whether  supervision  of 
testing  is  required  and  whether  a 
supervisor  or  director  must  review  test 
results  prior  to  reporting. 

Changes  to  the  Regulation 

Moderate  complexity  testing — 
Laboratory  director.  We  are  changing 
the  qualification  requirements  for 
laboratory  director  for  moderate 
complexity  testing  (previously  Level  I) 
so  that  physicians  who  are  not 
pathologists  must  have  laboratory 
training  or  experience.  This  training  or 
experience  can  be  acquired  by  directing 
or  supervising  non-waived  testing  for  at 
least  one  year  or  by  obtaining  20 
continuing  medical  education  credit 
hours  in  laboratory  practice 
commensurate  with  the  responsibilities 
for  laboratory  director  of  moderate 
complexity  testing  or  equivalent  training 
obtained  during  a  residency  training 
program.  Physicians  have  one  year  from 
[the  publication  date  of  the  regulations] 
to  obtain  the  continuing  education  credit 
hours.  In  addition,  individuals  who  have 


a  doctoral  degree,  if  not  Board  certified 
must  have  at  least  one  year  of 
experience  directing  or  supervising  non- 
waived  testing.  We  have  added  the 
American  Board  of  Medical  Laboratory 
Immunology  to  the  list  of  Boards  that 
are  accepted  by  HHS  to  meet  this 
requirement.  We  are  expending  the 
director  qualiHcations  to  include 
individuals  with  a  master’s  or  bachelor’s 
degree  in  the  sciences  with  one  or  two 
years  of  laboratory  training  or 
experience  and  one  or  two  years  of 
supervisory  laboratory  experience, 
respectively.  In  addition,  individuals 
who  were  previously  qualiHed  or  could 
have  qualified  as  a  laboratory  director 
under  the  Federal  regulations  published 
on  March  14, 1990,  will  be  qualified  as 
laboratory  director  for  moderate 
complexity  testing.  Also,  we  are  adding 
a  provision  to  permit  individuals,  who 
on  the  date  of  publication  of  these 
regulations  are  qualiHed  under  State  law 
as  a  director,  to  qualify  as  a  director  of  a 
laboratory  performing  moderate 
complexity  testing. 

We  are  expending  the  responsibilities 
for  laboratory  director  to  be  more 
comprehensive  and  represent  the 
functions  required  for  directing 
moderate  complexity  testing,  which  is 
more  extensive  than  the  testing 
proposed  for  Level  I.  ’Thus, 
responsibilities  have  been  added  and 
are  listed  under  S  493.1407,  Standard; 
Laboratory  director  responsibilities. 

Technical  consultant.  We  are 
renaming  technical  supervisor  to 
technical  consultant  to  reflect  changes 
in  fimctions  related  to  moderate 
complexity  testing  that  may  be  provided 
on  a  consultative  basis.  'The 
qualifications  for  technical  consultant 
are  listed  under  §  493.1411,  Standard; 
Technical  consultant  qualifications,  and 
are  not  the  same  as  those  for  director  as 
speciHed  in  the  proposed  rule  for 
technical  supervisor.  The  qualifications 
are: 

•  Physician  certiHed  in  anatomic  or 
clinical  pathology; 

•  Physician  or  individual  with  a 
doctoral  or  master’s  degree  in  the 
sciences  and  at  least  one  year  of 
laboratory  training  or  experience  in  the 
specialty  or  subspecialty  areas  for 
which  the  consultant  is  responsible;  or 

•  Individual  with  a  bachelor’s  degree 
in  the  sciences  and  at  least  two  years  of 
laboratory  training  or  experience  in  the 
specialty  or  subspecialty  for  which  the 
consultant  is  responsible. 

We  are  modifying  the  technical 
consultant  responsibilities  somewhat 
from  those  proposed  for  the  technical 
supervisor  and  are  listed  under 
§  493.1413,  Standard:  Technical 


consultant  responsibilities.  ’The 
technical  consultant  must  be  accessible 
to  the  laboratory  to  provide  on-site  or 
telephone  consultation  on  an  as  needed 
basis  to  resolve  technical  problems  and 
perform  the  other  responsibilities  listed. 
We  are  changing  the  frequency  for 
evaluating  and  documenting  the 
performance  of  testing  persoimel  to 
semiannual  during  the  first  year  the 
individual  tests  patient  specimens  and 
annually  thereafter,  unless  test 
methodology  or  instrumentation 
changes,  in  which  case  performance 
must  be  evaluated  initially  prior  to 
reporting  patient  results. 

Clinical  consultant.  We  are  adding  a 
requirement  for  clinical  consultant.  The 
qualiHcations  for  clinical  consultant  are 
met  by  the  laboratory  director  when  the 
director  is  a  physician  or  has  a  doctoral 
degree  with  Board  certification.  In 
addition,  the  clinical  consultant  may  be 
a  physician  without  pathology 
certification  or  laboratory  training  or 
experience  as  specified  under  the 
director  requirements.  The  clinical 
consultant  is  responsible  for  providing 
consultation  regarding  appropriateness 
of  the  testing  ordered  and  interpretation 
of  results.  Specific  responsibilities  are 
listed  under  §  493.1419,  Standard; 

Clinical  consultant  responsibilities. 

General  supervisor.  We  are  deleting 
the  requirement  for  general  supervisor 
for  moderate  complexity  testing. 

Testing  personnel.  We  are  revising  the 
qualifications  for  testing  personnel  to 
clearly  reflect  that  physicians  and 
individuals  who  possess  a  doctoral, 
master’s,  bachelor’s  or  associate  degree 
in  the  sciences  are  qualified  to  perform 
moderate  complexity  testing.  In 
addition,  we  are  modifying  the 
requirements  so  that  individuals  who 
have  military  training  in  laboratory 
procedures  and  are  qualified  as  a 
Medical  Laboratory  Specialist  can 
qualify.  Individuals  who  possess  a  high 
school  diploma  or  equivalent  can  qualify 
if  they  have  had  training  appropriate  for 
the  testing  performed  prior  to  analyzing 
patient  specimens.  The  requirements  for 
this  training  have  been  modified  and  are 
listed  under  S  493.1423,  Standard; 

Testing  personnel  qualifications. 

We  are  adding  a  new  §  493.1425, 
Standard;  Testing  personnel 
responsibilities,  which  lists  the  testing 
personnel  responsibilities. 

High  complexity  testing. — ^Laboratory 
director.  We  are  modifying  the 
qualification  requirements  for  director  of 
high  complexity  testing  (formerly  Level 
II)  to  require  physicians  who  are  not 
pathologists  to  either  have  one  year  of 
laboratory  training  during  medical 
residency,  or  have  at  least  two  years  of 
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experience  directing  or  supervising  high 
complexity  testing.  For  individuals  with 
a  doctoral  degree  in  science,  we  are 
adding  the  American  Board  of  Medical 
Laboratory  Immimology  to  the  list  of 
boards  required  for  certification.  Also, 
individuals  who  were  previously 
qualified  or  could  have  qualified  as  a 
laboratory  director  under  Federal 
regulations  published  March  14, 1990, 
will  now  qualify  as  a  laboratory  director 
of  high  complexity  testing.  In  addition, 
we  are  adding  a  provision  to  permit 
individuals,  who  on  the  date  of 
publication  of  these  regulations  are 
qualified  under  State  law  as  a  director, 
to  qualify  as  a  director  of  a  laboratory 
performing  high  complexity  testing. 

We  are  revising  and  expanding  the 
responsibility  requirements  for 
laboratory  director  under  §  493.1445, 
Standard;  Laboratory  director 
responsibilities,  to  more  closely 
correspond  with  the  functions  required 
to  direct  a  laboratory  performing  the 
examinations  and  procedures  now 
categorized  as  high  complexity  testing. 

Technical  supervisor.  We  are 
modifying  the  qualification  requirements 
for  technical  supervisor  to  require 
physicians  and  individuals  with  a 
doctoral  degree  to  have  at  least  one  year 
of  laboratory  training  or  experience  in 
high  complexity  testing  in  the  specialty 
or  subspecialty  of  service  for  which  the 
individual  is  providing  technical 
supervision.  For  individuals  with  a 
master's  or  bachelor's  degree, 
laboratory  training  or  experience  in  high 
complexity  testing  in  the  specialty  or 
subspecialty  of  service  is  required  for  a 
period  of  two  or  four  years,  respectively. 
In  addition,  in  the  subspecialties  of 
microbiology  located  at  §  493.1449  (c)- 
(g).  the  technical  supervisor  is  required 
to  have  at  least  six  months  of 
experience  in  the  subspecialty  of 
service. 

We  are  revising  the  technical 
supervisor  qualihcation  requirements 
for  cytology  formerly  located  at 
§  493.1421(f).  now  5  493.1449(k).  We  are 
adding  a  provision  to  permit  physicians 
in  their  hnal  year  of  residency  training 
in  anatomic  pathology  to  perform  some 
of  the  functions  of  the  cytology  technical 
supervisor.  In  addition,  we  are 
expanding  the  technical  supervisor's 
responsibilities  in  cytology  to  include 
duties  listed  in  the  quality  control 
section  and  the  responsibility  for 
ensuring  that  each  individual  examining 
gynecologic  cytology  slide  preparations 
participates  and  achieves  a  passing 
score  in  a  gynecologic  cytology  testing 
program.  To  the  qualifications  for 
technical  supervisor  of  histopathology, 
we  are  adding  provisions  at 


8  493.1449(1)(2)  to  qualify  those 
individuals,  who  are  certified  in 
dermatology  by  the  American  Board  of 
Dermatology,  to  serve  as  technical 
supervisors  of  dermatopathology  testing. 
Likewise,  we  are  revising 
8  493.1449(1)(3)  to  allow  a  physician 
certified  in  ophthalmic  pathology  by  the 
American  Board  of  Ophthalmology  to 
qualify  as  a  technical  supervisor  of 
ophthalmic  pathology.  In  addition,  we 
are  adding  provisions  to  the  technical 
supervisor  requirements  for 
histopathology,  dermatopathology 
ophthalmic  pathology  and  oral 
pathology  to  permit  residents  in 
anatomic  pathology  to  perform  tissue 
examinations. 

Under  the  responsibility  requirements 
for  technical  supervisor  located  at 
8  493.1451,  Standard;  Technical 
supervisor  responsibilities,  we  are 
revising  the  requirements  to  require 
technical  supervision  on  an  as  needed 
basis  and  expanded  the  responsibilities 
to  correlate  with  the  technical  functions 
to  be  performed  by  the  individual 
providing  technical  supervision.  The 
frequency  for  performing  evaluations  of 
testing  personnel  was  revised  to  require 
^semiannual  evaluations  the  first  year 
the  individual  tests  specimens  and 
annual  evaluation  thereafter  unless  test 
methodology  or  instrumentation 
changes,  in  which  case  performance 
must  be  evaluated  initially  prior  to 
reporting  patient  results. 

At  8  493.1451(c),  we  are  expanding  the 
speciHc  responsibility  requirements  for 
the  technical  supervisor  in  cytology  to 
provide  for  internal  consistency  within 
the  regulation.  Now  included  are  those 
duties  listed  in  the  cytology  quality 
control  section,  such  as  establishing  and 
documenting  workload  limits  and 
review  and  conHimation  or  cytologic 
preparations. 

Clinical  consultant.  At  8  493.1455, 
Standard;  Clinical  consultant 
qualihcations,  we  are  adding  a 
requirement  for  a  clinical  consultant. 
The  qualifications  for  clinical  consultant 
may  be  met  by  the  laboratory  director 
provided  the  director  is  qualified  as  a 
physician  or  has  a  doctoral  degree  with 
Board  certiHcation.  Alternatively,  the 
laboratory  may  employ  a  physician 
without  pathology  certiHcation  or 
laboratory  training  or  experience  as 
specified  under  the  director 
requirements  to  fulfill  the 
responsibilities  of  the  clinical 
consultant.  The  clinical  consultant  is 
responsible  for  providing  consultation 
regarding  the  appropriateness  of  the 
tests  ordered  and  interpretation  of 
results.  Specific  responsibilities  for  the 
clinical  consultant  are  listed  under 


8  493.1457,  Standard;  Clinical  consultant 
responsibilities. 

General  supervisor.  We  are  revising 
the  qualification  requirements  for 
general  supervisor  to  clearly  specify  that 
an  individual  functioning  as  the 
technical  supervisor  could  qualify  to 
provide  general  supervision.  We  are 
adding  to  the  general  supervisor 
requirements  the  phrase  “day-to-day 
supervision"  to  distinguish  the  role  of 
the  general  supervisor  from  that  of  the 
technical  supervisor.  We  are  changing 
the  qualification  requirements  at 
8  493.1459,  Condition:  Laboratories 
performing  high  complexity  testing; 
general  supervisor,  to  allow  individuals 
with  a  master's  or  bachelor's  degree  to 
serve  as  general  supervisors  if  they  have 
at  least  one  year  of  laboratory  training 
or  experience.  Additionally,  we  are 
adding  a  provision  to  allow  individuals 
with  an  associate  degree  in  medical 
laboratory  technology  and  two  years  of 
laboratory  training  or  experience  to 
qualify  as  general  supervisors.  Also,  we 
are  specifying  that  on  the  date  of 
publication  of  these  regulations, 
individuals  who  previously  qualified  or 
could  have  qualified  as  general 
supervisors  under  Federal  regulations 
published  March  14, 1990  will  qualify 
under  these  regulations  as  a  general 
supervisor.  For  blood  gas  analysis,  we 
are  adding  a  provision  to  permit 
individuals,  who  have  a  bachelor's 
degree  in  respiratory  therapy  and  one 
year  of  training  or  experience  in  blood 
gas  analysis  or  an  associate  degree 
related  to  pulmonary  function  and  two 
years  of  training  or  experience  in  blood 
gas  analysis,  to  qualify  as  general 
supervisors.  Under  paragraph  (d)  of 
§  493.1461,  Standard;  General  supervisor 
qualifications,  we  are  adding  ophthalmic 
pathology  to  the  histopathology 
subspecialities  in  which  the  general 
supervisory  requirement  is  met  by  the 
technical  supervisor  performing  tissue 
examinations,  to  correspond  with  the 
addition  of  ophthalmic  pathologists  to 
the  technical  supervisor  qualification 
requirements. 

Under  the  general  supervisor 
responsibilities  at  8  493.1463,  Standard; 
General  supervisor  responsibilities,  we 
are  specifying  that  the  general 
supervisor  must  be  accessible  to  the 
testing  personnel  at  all  times  testing  is 
performed  to  resolve  technical 
problems.  However,  if  high  complexity 
testing  is  performed  by  a  high  school 
graduate  who  does  not  possess  at  least 
an  associate  degree  in  laboratory 
science  or  medical  laboratory 
technology,  the  general  supervisor  must 
be  onsite  to  provide  direct  supervision. 
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Cytology  general  supervisor.  At 
§  493.1469,  Standard;  Cytology  general 
supervisor  qualifications,  we  are 
revising  the  qualification  requirements 
for  cytology  general  supervisor  so  that 
various  types  of  experience  as  a 
cytotechnologist  can  be  applied  toward 
the  3  year  experience  requirement.  In 
addition,  at  §  493.1471,  Standard; 
Cytology  general  supervisor 
responsibilities,  we  are  replacing  the 
proposed  requirement  that  the  cytology 
general  supervisor  be  on  the  premises 
when  nonsupervisory  cytotechnologists 
examine  cytologic  slide  preparations, 
with  the  requirement  that  the  cytology 
general  supervisor  be  accessible  to 
provide  on-site,  telephone,  or  electronic 
consultation  to  resolve  technical 
problems.  We  also  are  expanding  the 
list  of  responsibilities  listed  at 
§  493.1469  to  be  consistent  with  those 
duties  for  the  general  supervisor  that  are 
listed  under  the  cytology  quality  control 
requirements  in  §  493.1257. 

Cytotechnologist.  We  are  establishing 
a  new  condition  at  §  493.1481, 

Condition:  Laboratories  performing  high 
complexity  testing;  cytotechnologist,  to 
encompass  the  qualification  and 
responsibility  requirements  for 
cytotechnologists.  We  are  relocating  the 
cytotechnologist  qualification 
requirements  to  §  493.1483  and 
cytotechnologist  responsibility 
requirements  are  now  at  §  493.1485.  We 
are  adding  to  the  qualification  standards 
for  cytotechnologists  to  require  that 
individuals  either  have  graduated  from  a 
CAHEA-approved  school  of 
cytotechnology  or  have  been  certified  as 
a  cytotechnologist  by  an  HHS-approved 
certifying  agency.  Individuals  who  meet 
the  qualifications  for  cytotechnologists 
under  previous  Federal  regulations,  prior 
to  September  1, 1992,  will  also  be 
qualified.  In  addition,  for  those 
individuals  currently  working  as 
cytotechnologists  who  do  not  meet  any 
of  these  standards,  we  are  phasing-in 
the  requirements  so  that  a  one  year 
period  from  the  effective  date  of  the 
regulation  is  provided  to  obtain  the 
experience  requirement  of  2  years  of 
full-time  or  equivalent  experience  and  a 
two  year  period  is  provided  for  either 
completing  training  in  a  CAHEA- 
approved  school  or  obtaining 
certification. 

We  are  deleting  from  the 
cytotechnologist  responsibilities,  the 
requirement  for  documenting  the 
numbers  of  slides  examined  for  initial 
interpretation,  quality  control,  quality 
assurance  and  proficiency  testing  to 
correspond  with  the  deletion  under  the 
cytology  quality  control  section  for  a 
separate  workload  limit  for  different 


types  of  slides.  In  addition,  we  are 
removing  the  requirement  for  the 
laboratory  to  employ  a  sufficient 
number  of  cytotechnologists  from  the 
cytotechnologist  responsibilities  section. 
'Hiis  requirement  is  now  under  the 
laboratory  director  responsibility 
requirements  located  at  §  493.1407, 
Standard;  Laboratory  director 
responsibilities,  where  it  is  more 
appropriate. 

Testing  personnel.  Under  §  493.1489, 
Standard;  Testing  personnel 
qualifications,  we  are  revising  the 
qualifications  for  testing  personnel  to 
clarify  that  physicians  and  individuals 
with  a  doctoral  or  master's  degree  in  a 
science  are  qualified  to  perform  all  high 
complexity  testing,  with  the  exception  of 
pathology.  For  blood  gas  analysis,  we 
are  adding  a  provision  to  qualify 
individuals  having  a  bachelor’s  degree 
in  respiratory  therapy  or  an  associate 
degree  related  to  pulmonary  function. 

We  are  including  a  provision  to  qualify 
all  individuals  who,  on  the  date  these 
regulations  are  published,  were 
previously  qualified  or  could  have 
qualified  as  a  technologist  under  Federal 
regulations  published  March  14, 1990. 
The  minimum  qualification  requirement 
for  individuals  performing  high 
complexity  testing  without  onsite  direct 
supervision  by  a  general  supervisor,  is 
an  associate  degree  in  laboratory 
science  or  medical  laboratory 
technology.  We  are  adding  a  provision 
to  allow  a  high  school  graduate  to 
perform  high  complexity  testing  for  a 
period  of  five  years  before  such 
individuals  would  be  required  to  obtain, 
at  a  minimum,  an  associate  degree  in 
medical  laboratory  technology  or 
laboratory  science. 

Subpart  P — Quality  Assurance  for 
Moderate  or  High  Complexity  Testing, 
or  Both 

Summary  of  the  Proposed  Rule 

This  subpart  was  proposed  as  Subpart 
M — Quality  Assurance  for  Level  I  and 
Level  II  Testing.  It  has  been  renamed  to 
reflect  changes  previously  discussed. 

We  proposed  that  the  requirements  in 
subpart  M,  established  in  the  final  rule 
on  March  14, 1990,  apply  to  all 
laboratories  not  issued  a  certificate  of 
waiver.  This  subpart  was  previously 
applicable  only  to  laboratories  licensed 
under  CUA  '67  and/or  participating  in 
Medicare.  We  proposed  that  the  subpart 
would  apply  to  laboratories  performing 
any  Level  I  or  II  tests. 

Summary  of  Comments  and  Responses 

Approximately  700  comments  were 
received  on  this  subpart.  Thirty  percent 
of  the  comments  supported  the 


requirements  as  written.  45  percent  were 
opposed  to  the  proposed  regulations  and 
approximately  25  percent  offered 
alternative  suggestions. 

Comment:  Several  commenters 
expressed  concern  that  certificate  of 
waiver  laboratories  were  excluded  from 
quality  assurance  requirements.  They 
felt  that  quality  assurance  activities  are 
necessary  to  insure  the  validity  and 
accuracy  of  the  test  results  reported. 

Response:  We  agree  with  the 
commenters  that  quality  assurance  is  an 
essential  component  of  good  laboratory 
practice  and  anticipate  that  any 
laboratory  committed  to  accurate, 
reliable  and  prompt  reporting  of  test 
results  would  institute  a  quality 
assurance  program.  However,  the 
statute  exempts  certificate  of  waiver 
laboratories  from  compliance  with 
certain  CLIA  standards  including  quality 
assurance,  quality  control,  proficiency 
testing,  personnel  records  and  biennial 
inspections. 

Comment:  A  small  number  of 
physicians  commented  that  since  the 
regulations  did  not  define  quality 
assurance,  a  laboratory  might  assume 
that  quality  assurance  requirements 
could  be  met  by  complying  with  the 
quality  control  requirements.  Other 
commenters  confused  quality  assurance 
standards  with  proficiency  testing 
requirements  and  assumed  these 
requirements  were  the  same. 

Response:  We  agree  with  the 
commenters  that  the  proposed  rule  did 
not  clearly  define  quality  assurance  or 
differentiate  between  quality  assurance 
activities  and  quality  control  activites. 

In  this  final  regulation,  we  are  defining 
quality  assurance  (QA)  as  an  ongoing 
process  for  monitoring  and  evaluating 
every  step  of  the  laboratory’s  testing 
operation  including  pre-analytic, 
analytic  and  post-analytic  processes. 

QA  extends  to  the  laboratory’s 
interactions  with  and  responsiblities  to 
patients,  physicians,  other  laboratories, 
and  other  departments  of  the  facility, 
organization,  or  institution  of  which  it  is 
a  part.  A  QA  program  must:  Evaluate  all 
established  policies  and  procedures  for 
their  effectiveness:  identify  and  correct 
problems;  assure  acciuate,  reliable  and 
prompt  test  reports;  and  assure  the 
adequacy  and  competency  of  the  staff. 
This  encompasses  the  entire  testing 
process  from  patient  preparation  and 
specimen  collection,  through  test 
analysis  and  finally,  to  test  result 
reporting. 

To  clarify  QA  requirements,  we  are 
adding  language  to  the  condition 
requiring  the  laboratory  to  have  a  QA 
program  that  monitors  and  evaluates  the 
ongoing  and  overall  quality  of  the  total 
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testing  process.  This  clarification  was 
previously  in  the  regulatory  guidelines 
and  is  now  being  placed  in  the 
regulations  at  §  493.1701,  Condition: 
Quality  Assurance  for  Moderate  or  High 
Complexity  testing  or  both.  In  addition, 
when  appropriate,  the  standards  of  this 
subpart  have  been  revised  to  emphasize 
that  the  laboratory  must  evaluate  the 
effectiveness  of  its  policies  and 
procedures  and,  as  necessary,  revise 
policies  and  procedures  based  upon  the 
results  of  its  evaluation. 

While  quality  control  (QC)  and 
proficiency  testing  (PT)  are  components 
of  the  total  testing  process  that  often 
identify  problems  in  the  analytic  phase 
of  testing,  they  may  not  necessarily 
identify  problems  in  the  pre-  or  post- 
analytic  phase  of  the  testing  process. 

For  this  reason,  we  are  adding 
S  493.1703,  Patient  test  management 
assessment,  which  requires  that  the 
laboratory  have  an  ongoing  mechanism 
for  monitoring  and  evaluating  the 
systems  under  Subpart ),  Patient  Test 
Management  We  believe  the  addition  of 
this  requirement  addresses  QA 
activities  in  the  pre-  and  post-analytic 
processes  which  were  not  adequately 
addressed  in  the  proposed  rule. 

Comment:  Several  commenters  agreed 
that  laboratory  tests  performed  in  a 
doctor's  office  should  fall  under  a 
quality  assurance  program;  however,  the 
requirements  should  be  appropriate  for 
the  complexity  of  the  testing  performed. 
The  commenters  also  believed  that 
quality  assurance  regulations  for 
physicians'  office  laboratories  should  be 
different  from  the  requirements  for 
laboratories  in  which  the  attending 
physician  is  not  directly  involved  with 
the  laboratory  testing.  Other 
commenters  felt  that  the  regulations 
were  appropriate  and  that  the  quality 
assurance  standards  should  not  be 
lowered.  Some  commenters  stated  that  a 
quality  assurance  program  that  allows 
for  the  evaluation  of  ser\aces  and 
performance  indicators  is  the  ideal  basis 
for  construction  of  a  site-neutral  and 
criteria  based  model  of  laboratory 
operations. 

Response:  We  agree  with  the 
commenters  who  expressed  the  view 
that  the  quality  assurance  standards 
that  were  proposed  in  these  regulations 
should  be  maintained.  The  standards  in 
Subpart  P,  Quality  Assurance  for 
Moderate  or  High  Complexity  Testing, 
or  Both,  provide  guidance  for  a 
laboratory  in  establishing  a  QA  program 
that  monitors  and  evaluates  the  overall 
quality  of  its  total  testing  process.  A 
laboratory  should  use  the  regulations  as 
a  guide  while  designing  a  QA  program 
that  is  appropriate  for  the  complexity  of 


the  testing  performed  and  the  imique 
practices  of  the  testing  entity.  The 
extent  of  a  laboratory's  quality 
assurance  program  should  be 
proportional  to  the  laboratory's  test 
volume,  scope  and  complexity  of 
operations.  We  are  broadening  the 
language  of  S  493.1701  to  clarify  that  the 
laboratory  must  meet  the  standards  of 
this  subpart  as  they  apply  to  the 
services  offered,  complexity  of  testing 
performed  and  the  unique  practices  of 
each  testing  entity. 

Comment-  A  few  commenters 
recommended  that  employee  training, 
quality  control  and  quality  assurance 
functions  should  be  the  responsiblity  of 
the  manufacturers.  The  commenters 
believed  that  the  manufacturers  could 
provide  these  services  at  little  cost  to 
the  physician's  office  laboratory. 

Response:  It  is  true  that  many 
manufacturers  provide  services  and 
reference  materials  to  assist  with  the 
training  of  laboratory  personnel  who 
will  be  operating  the  instrumentation 
purchased.  Some  manufacturers  also 
assist  the  laboratory  to  develop  its 
quality  control  policies  and  procedures. 
However,  it  is  ultimately  the 
responsiblity  of  the  laboratory,  through 
its  director,  to  assure  that  personnel  are 
adequately  trained  and  quality  control 
and  quality  assurance  programs  are 
established  and  implemented. 

Comment  Several  commenters  noted 
that  laboratories  performing  only  Level  I 
testing  will  not  have  qualified  personnel 
capable  of  establishing  and  monitoring  a 
quality  assurance  program.  The 
commenters  felt  that  Level  I  testing 
personnel  would  not  have  the  education 
and  experience  necessary  to  understand 
the  implications  of  pathologic  conditions 
on  specimen  testing,  or  to  assess/ 
correlate  patient  test  results. 

Response:  Although  all  laboratory 
personnel  must  be  involved  in  quality 
assurance  activities,  the  laboratory 
director,  regardless  of  the  laboratory's 
level  of  testing,  is  ultimately  responsible 
for  the  overall  management  of  the 
laboratory  QA  program.  The  director 
must  establish  and  implement  QA 
policies  and  procedures  according  to  the 
standards  contained  in  subpart  P, 
including  devising  a  system  to  monitor 
the  QA  program,  assess  and  document 
problems  that  may  arise,  and  perform 
and  document  the  corrective  actions 
taken  to  prevent  recurrences. 

Comment  A  few  commenters  were 
concerned  that  the  proposed  regulations 
were  too  comprehensive  for  their 
laboratories  to  implement  without 
extensive  revision  of  their  present 
hospital  based  quality  assurance 
programs. 


Response:  We  believe  that  the  revised 
final  regulations  would  not  require 
extensive  revisions  to  existing  QA 
programs.  Current  hospital  regulations 
require  a  facility-wide  QA  program  that 
must  include  laboratory  services.  CLIA 
requires  every  laboratory  performing 
non-waived  tests  to  maintain  a  QA 
program  adequate  and  appropriate  for 
the  laboratory's  total  testing  process. 
These  final  regulations  establish 
minimum  requirements  for  a  laboratory 
to  follow  in  devising  its  own  QA 
program,  and  are  no  more 
comprehensive  than  those  presently 
required  for  laboratories  currently 
participating  in  Medicare  or  Medicaid  or 
testing  specimens  in  interstate 
commerce. 

Comment  A  small  number  of 
commenters  noted  that  in  proposed 
paragraph  (a)  of  §  493.1501,  Condition: 
Quality  Assurance;  Level  I  and  Level  II, 
the  word  “ongoing"  was  excessive  and 
that  a  laboratory  would  be  consumed 
with  continual  monitoring  of  quality 
assurance  activities.  A  few  commenters 
suggested  that  §  493.1501(a],  which 
requires  the  laboratory  to  evaluate  test 
results  against  the  laboratory's  stated 
performance  criteria  including 
sensitivity,  specificity,  validity  and 
adequacy,  be  deleted  because  these 
characteristics  are  not  analytical 
attributes  but  instead  refer  to  the 
clinical  application  of  test  results.  Other 
commenters  requested  that  laboratories 
be  allowed  to  use  manufacturers'  test 
performance  criteria  to  satisfy  the 
requirement.  A  few  commenters 
requested  a  definition  of  the  terms 
validity  and  adequacy. 

Response:  We  disagree  with  the 
commenters  who  felt  that  the  word 
“ongoing"  was  excessive.  Quality 
assurance  is  a  comprehensive  process 
that  must  be  performed  on  a  continuing 
basis  to  monitor  and  evaluate  the 
laboratory's  test  performance  and 
identify  and  correct  problems  in  a  timely 
manner  to  assure  accurate  and  reliable 
test  results.  The  determination  and 
monitoring  of  a  laboratory's 
performance  specifications  for  precision 
and  accuracy,  are  quality  control  issues 
and  are  addressed  in  Subpart  K,  Quality 
Control  at  §  493.1213,  Standard;  Method 
performance  verification  and  §  493.1219, 
Standard;  Remedial  actions.  For  this 
reason,  we  are  deleting  proposed 
§  493.1501(a]  as  being  repetitive  and  are 
adding  §  493.1705,  Standard;  Quality 
control  assessment,  which  addresses  the 
evaluation  of  the  effectiveness  of 
corrective  actions  taken  under 
§  493.1219.  This  addition  correlates  with 
the  QA  activities  previously  described 
and  required  by  the  condition  of  this 
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subpart.  The  terms  validity  and 
adequacy,  as  used  in  proposed 
§  493.1501(a),  have  not  been  included  in 
§  493.1705. 

Comment:  We  received  several 
comments  regarding  the  establishment 
of  reporting  times  by  the  laboratory.  A 
suggestion  was  made  that,  as  part  of  the 
quality  assurance  program,  reporting 
times  should  be  periodically  evaluated 
for  all  testing  priorities  (for  example, 
emergency  and  routine). 

Response:  We  agree  with  the 
commenters  and  are  rewording  the 
requirement  proposed  at  §  493.1501(b) 
(now  at  §  493.1703(e))  to  state  that  the 
laboratory  must  have  an  ongoing 
mechanism,  based  on  testing  priorities 
(ST AT,  routine,  etc.)  for  monitoring  and 
evaluating  the  timely  reporting  of  test 
results. 

Comment:  Several  commenters  noted 
that  repeating  a  control  which  was 
outside  of  the  laboratory’s  acceptable 
range  could  be  the  first  step  in  assuring 
the  validity  of  patient  results  before 
reevaluating  and  reporting  patient 
results.  Several  other  commenters  felt 
that  it  was  unreasonable  to  expect  that 
patient  test  results  not  be  reported  in 
every  instance  that  a  control  is  outside 
of  its  acceptable  range  particularly 
when  multiple  controls  are  in  use  and 
suggested  that  the  regulation  be 
modified  to  allow  for  review  and  release 
of  test  results  by  the  technical 
supervisor. 

Response:  We  agree  with  the 
commenters  that  there  is  more  than  one 
action  a  laboratory  can  take  when  a 
control  is  outside  of  the  laboratory’s 
acceptable  range  to  assure  the  validity 
of  data  before  reporting  patient  results. 
This  subject  has  been  addressed  in 
subpart  K,  Quality  Control  at 
§  493.1211(b)  (7)  and  (8)  which 
addresses  the  establishment  of  the 
laboratory’s  own  control  procedures 
that  would  provide  flexibility  for 
determining  the  criteria  for  releasing  test 
results,  and  at  §  493.1213(e)  which 
addresses  the  laboratory’s  established 
criteria  for  reporting  patient  results 
when  control  values  are  outside  of  the 
laboratory’s  acceptable  limits.  We  are 
removing  proposed  paragraph 
§  493.1501(c)(2)  as  being  repetitive. 

Comment:  A  commenter  noted  that 
the  requirement  in  proposed 
§  493.1501(c)(3)  to  evaluate  patient  test 
results  analyzed  in  the  same  run  before 
a  failure  in  quality  control  or  since  the 
last  acceptable  quality  control  would  be 
applicable  only  to  batch  processing  of 
specimens  and  could  not  be  applied  to 
random  access  analyzers.  Several 
commenters  were  concerned  that 
laboratories  may  not  have  samples 
available  for  retesting  patient  specimens 


and  felt  that  it  was  not  necessary  to 
repeat  all  patient  samples  when  a 
failure  in  quality  control  is  identifled. 
Another  commenter  suggested  that  the 
requirement  at  proposed  5  493.1501(c)(3) 
should  be  revised  to  delete  the  words 
“before  reporting’’  since  this  would 
require  laboratories  to  test  quality 
control  materials  before  and  after  each 
run.  The  commenter  noted  that  reports 
would  be  excessively  delayed  until  the 
testing  of  quality  control  materials  was 
completed.  The  commenters  further 
noted  the  lack  of  consensus  on  the 
deflnition  of  an  analytical  run. 

Response:  A  run,  as  defined  in 
subpart  K,  Quality  Control  at 
§  493.1218(b),  indicates  a  period  of  time 
within  v/hich  the  accuracy  of  the  test 
system  is  expected  to  be  stable.  The 
regulation  does  not  specify  the  quantity 
of  test  specimens  per  run  and  does  not 
make  any  distinction  between  test 
systems  as  to  the  length  of  a  run.  Also, 
the  regulations  here  do  not  mandate  that 
all  patient  specimens  be  retested  when  a 
failure  in  quality  control  is  identified  but 
that  the  laboratory  must  evaluate  those 
test  results  involved  and,  based  on  this 
evaluation,  take  the  necessary  action  to 
correct  any  problems  identified  and 
issue  corrected  reports  as  appropriate. 
Actions  necessary  after  correction  of  the 
problem  may  include  the  retesting  of  all 
patient  specimens,  but  are  not  restricted 
to  that.  We  have  determined  that  the 
requirement  specified  in  proposed 
§  493.1501(c)(3)  should  be  included  in 
the  laboratory’s  remedial  actions 
policies  and  procedures  and  are 
removing  this  paragraph  from  this 
subpart  and  inserting  it  into  subpart  K- 
Quality  Control,  §  493.1219  Remedial 
Actions.  The  regulation  is  being 
reworded  to  state  that  the  laboratory 
must  employ  the  remedial  action 
necessary  to  ensure  that  accurate  and 
reliable  patient  test  results  are  reported. 

Comment:  A  small  number  of 
commenters  believed  that  testing  quality 
control  material  before  any  patient 
testing  is  performed  is  a  form  of  self¬ 
regulation. 

Response:  Quality  control  testing  is 
performed  by  the  laboratory  as  a  check 
of  the  testing  system’s  stability  and  to 
assure  that  the  test  results  reported  are 
accurate  and  reliable.  A  laboratory 
regulates  itself  through  its  QA  program, 
part  of  which  is  the  monitoring  and 
evaluating  of  the  effectiveness  of 
corrective  actions  taken  for  problems 
identified  in  the  review  of  calibration 
and  control  data  to  substantiate  that  the 
laboratory  is  meeting  its  specified 
performance  criteria. 

Comment:  An  overwhelming  number 
of  commenters  requested  that  proposed 
§  493.1501(c)(5)  be  deleted. 


Response:  We  agree  with  the 
commenters  and  are  deleting 
§  493.1501(c)(5). 

Comment:  Several  commenters 
requested  that  the  regulation  be  revised 
to  require  that  the  laboratory’s  test 
report  contain  pertinent  notation 
concerning  the  condition  of  the  patient 
specimen  when  testing  is  performed  on 
an  unacceptable  specimen. 

Response:  The  requirement  that  the 
laboratory  must  indicate  on  the  test 
report  any  information  regarding  the 
condition  and  disposition  of  specimens 
that  do  not  meet  the  laboratory’s  criteria 
for  acceptability  is  addressed  at 
§  493.1109(c),  Standard;  Test  Report,  in 
subpart  J,  Patient  Test  Management.  The 
language  of  proposed  §  493.1501(e),  now 
at  §  493.1703(c),  has  been  revised  to 
state  that  the  laboratory’s  QA  program 
must  have  an  ongoing  mechanism  for 
monitoring  and  evaluating  the  use  and 
appropriateness  of  the  criteria 
established  for  specimen  rejection.  This 
revision  correlates  with  the  QA 
activities  previously  described  and 
required  by  the  condition  of  this 
subpart. 

Comment:  Many  commenters  agreed 
that  the  patient  data  requirements  in 
proposed  §  493.1501(f)  would  be  useful 
and  may  be  pertinent  to  testing. 

However,  commenters  were  concerned 
that  the  laboratory  frequently  has  little 
knowledge  or  access  to  a  patient’s 
actual  diagnosis  or  condition  and  that 
this  information  is  often  confidential.  In 
addition,  it  is  believed  that  it  is  the 
responsibility  of  the  physician  to 
evaluate  test  results  to  determine  if  they 
are  inconsistent  with  the  patient’s 
condition. 

Response:  We  agree  with  the 
commenters  that  the  laboratory 
frequently  is  not  provided  with  the 
diagnosis  or  other  pertinent  patient 
information  and  are  adding  the  words 
“when  provided”  to  the  requirement  at 
§  493.1711(c).  The  laboratory  is 
responsible  for  making  reasonable 
attempts  to  obtain  the  information 
necessary  for  the  performance  of 
accurate  and  reliable  testing  and  for 
determining  whether  the  test  results  are 
consistent  with  any  patient  data 
provided.  However,  it  is  ultimately  the 
responsibility  of  the  physician  to 
evaluate  the  test  results  received  for 
consistency  with  the  patient’s  condition. 
Since  many  laboratories  perform  the 
same  test  using  different  methodologies, 
instruments,  or  at  multiple  testing  sites, 
it  is  essential  that  the  laboratory  assure 
consistency  among  patient  test 
measurements  regardless  of  the 
methodology,  instrument  or  testing  site. 
The  physician’s  interpretation  of  the  test 
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result  and  subsequent  treatment  of  the 
patient  must  not  be  hampered  by  a  lack 
of  correlation  between  the  laboratory’s 
methodologies,  instruments  or  testing 
sites.  For  this  reason,  we  have  added 
§  493.1709,  Comparison  of  test  results, 
which  requires  die  laboratory,  twice  a 
year,  to  establish  and  define  the 
relationship  between  the  test  results 
obtained  using  different  methodologies, 
instruments,  or  testing  sites.  In  addition, 
if  a  laboratory  performs  tests  diat  are 
not  included  under  subpart  L  Proficiency 
Testing  Programs,  the  laboratory  must 
have  a  system  for  verifying  the  accuracy 
and  reliability  of  its  test  results  at  least 
twice  a  year.  One  the  ways  diis  may 
be  accomplished  is  by  split  sample 
testing  as  previously  described  in  the 
Proficiency  Testing  regulations  and  the 
preamble  discussion  of  Proficiency 
Testing. 

This  standard  requires  that 
laboratories  have  a  mechmiism  in  place 
which  would  help  to  detect  misidentified 
specimens  and  gross  errors  by  using 
whatever  data  is  available  to  the 
laboratory.  As  an  example,  if  a  positive 
pregnancy  test  result  is  obtained  and  the 
patient  is  male,  the  laboratory  must  take 
steps  to  be  sure  that  the  specimen  is  not 
mislabeled:  it  may  be  necessary  to 
repeat  the  test  to  be  certain  that  the 
correct  result  was  obtained.  It  is  a  very 
useful  quality  assurance  tool  for  the 
laboratory,  and  is  considered  good 
laboratory  practice. 

Comment:  A  few  commenters  were 
concerned  that  more  sophisticated 
computer  software  would  be  necessary 
to  comply  with  the  requirement  in 
proposed  §  493.1501(gj  to  assess 
breakdowns  in  communication. 

Response:  The  regulation  at  proposed 
§  493.1501(g)  (now  at  5  493.1715, 
Standard;  Communications]  is  not 
intended  to  require  the  use  of  computers 
to  resolve  communication  problems  and 
is  applicable  to  manual  as  well  as 
automated  laboratory  information 
systems.  The  requirement  is  now 
worded  to  clarify  that  a  laboratory  does 
have  flexibility  in  establishing  a  system 
for  documenting  and  correcting 
breakdowns  in  communication  that  is 
appropriate  for  the  type  of  information 
system  the  laboratory  employs. 

Comment:  Many  commenters  objected 
to  the  two  methods  specified  in 
proposed  $  493.1501(h)  for  evaluating 
employee  competency.  Most  of  the 
commenters  felt  that  a  laboratory  should 
have  the  flexibility  to  develop  its  own 
mechanisms  to  ev'aluate  staff 
performance.  The  majority  of  the 
commenters  objected  to  evaluating 
employee  performance  through  an 
additional  external  proficiency  testing 
program.  Commenters  indicated  that 


this  requirement  is  repetitive  and  would 
dramaticaliy  increase  costs  over  and 
above  the  pirofidency  testing  required  in 
subpart  H.  A  few  commenters  believed 
that  proficiency  testing  and  quality 
control  requirements  were  sufficient  to 
measure  the  competency  of 
cytotechnologists  and  that  using  blind 
proficiency  test  samples  for  evaluating 
employees  may  cause  problems  in 
record  keeping  and  test  reporting.  While 
several  commenters  felt  that  direct 
supervisory  observation  of  employees  is 
sufficient  to  assure  adequate 
performance  of  staff,  others  believed 
that  evaluating  individuals  in  this 
manner  would  be  disruptive  to  the 
performance  and  reporting  of  tests. 

Response: "We  agree  with  the 
commenters  who  felt  that  a  laboratory 
should  have  the  flexibility  to  develop  its 
own  mechanism  to  evaluate  staff 
performance.  This  is  now  addressed 
under  stApart  M,  Personnel  Standards, 
under  Director,  Technical  Consultant/ 
Supervisor  responsibilities.  We  are 
revising  the  paragraph  at  §  493.1501(h) 
(now  at  5  493.1713,  Standard;  Personnel) 
to  require  that  die  laboratory  must  have 
an  ongoing  mechanism  to  evaluate  the 
effectiveness  of  policies  and  procedures 
instituted  for  assuring  the  competency  of 
employees  and,  if  applicable, 
consultants.  This  revision  correlates  the 
QA  activities  previously  described  and 
required  by  the  condition  of  this 
subpart. 

Comment:  A  few  commenters  felt  that 
clarification  was  needed  for  the 
statement,  under  proposed 
§  493.1501(h)(2),  suggesting  that  cytology 
laboratories  insert  blind  samples  into 
the  workload  or  exchange  slides  with 
another  laboratory.  They  questimied 
whether  this  would  necessitate 
establishing  an  additional  quahty 
assurance  program  for  each  individual 
or  whether  the  other  requirements  such 
as  rescreening  and  comparing  individual 
performance  statistics  with  laboratory 
performance  statistics  satisfy  this 
requirement.  One  commenter 
recommended  that  the  requirement  state 
that  the  laboratory  must  define  an 
employee  performance  evaluation 
system  and  maintain  documentation 
allowing  the  laboratory  to  develop  its 
own  program. 

Response:  This  statement  for  assuring 
employee  competency  and  monitoring 
performarme  in  cytology  was  not 
intended  to  require  the  development  ^ 
additional  programs  to  those  specified 
in  §  493.1257,  Standard;  Cytology,  but 
was  given  as  an  example  of  ways  in 
which  to  accomplish  performance 
evaluation.  To  avoid  cmifusion.  we  are 
deleting  this  statement. 


Comment:  Concerning  proposed 
§  493.1501(j),  commenters  requested 
clarification  regarding  whether  this 
requirement  applies  to  manual  reporting 
systems  as  well  as  computer  systems.  In 
addition,  commenters  were  concerned 
about  the  required  fiequency  of  this 
activity  and  suggested  that  continuous 
verification  was  not  necessary  for 
automated  systems.  Several  other 
commenters  suggested  that  §  493.1501(j) 
be  expanded  to  include  security  systems 
and  confidentiality  safeguards  and 
eliminate  proposed  subpart  P,  Computer 
Systems  for  Level  I  and  II  Testing. 

Response:  Section  493.1501(j),  now  at 
§  493.1703(f),  applies  to  both  manual  and 
automated  test  reporting  systems.  We 
have  removed  words  that  would  be 
specific  to  automated  systems  so  as  not 
to  preclude  users  of  manual  systems. 

We  are  requiring  that  the  laboratory 
evaluate  its  test  reporting,  storage  and 
retrieval  systems  on  a  continuing  basis. 
We  have  not  mandated  how  a 
laboratory  should  evaluate  these 
systems  or  the  frequency  with  which  the 
evaluation  must  be  done,  however, 
documentation  of  this  quality  assurance 
activity  is  required  and  must  be  made 
available  to  HHS.  We  agree  with  the 
commenters  who  suggested  we 
eliminate  the  proposed  subpart  P, 
Computer  Systems  for  Level  I  and  II 
testing.  The  standards  of  the  proposed 
subpart  P  are  covered  in  the  appropriate 
subparts  of  the  final  rule  such  as  Patient 
Test  Management,  Quality  Control  and 
Quality  Assurance. 

Comment:  A  few  commenters  were 
concerned  about  documenting  all 
complaints  and  problems  reported  to  the 
laboratory  since  such  documentation 
would  be  extremely  time  consuming  and 
unrealistic.  Commenters  suggested 
replacing  the  word  “all”  with 
“substantive"  or  “significant”  or 
“pertinent”. 

Response:  We  disagree  with  the 
commenters.  We  are  not  removing  the 
requirement,  formerly  at  §  493.1501(k) 
and  now  at  §  493.1717,  to  document  ail 
complaints  and  problems  reported  to  the 
laboratory.  We  have,  however,  provided 
flexibility  in  this  requirement  by  adding 
“when  appropriate",  to  “Investigations 
of  complaints  must  be  made  *  *  *”  to 
allow  for  the  laboratory  to  decide  when 
and  to  what  extent  an  investigation  will 
be  made  based  on  its  established 
policies  and  procedures. 

Changes  to  the  Regulation 

As  jH'eviously  described,  the 
regulations  have  always  been  applicable 
to  the  total  testing  process.  Language 
has  been  added  to  the  subpart  which 
has  been  redesignated  as  subpart  M  and 
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renamed  Quality  Assurance  for 
Moderate  or  High  Complexity  Testing, 
or  Both  to  clarify  that  QA  activities 
extend  throughout  the  total  testing 
process  and  include  an  evaluation  of  the 
effectiveness  of  the  laboratory's  policies 
and  procedures. 

We  have  added  §  493.1709, 
Comparison  of  test  results,  which 
requires,  twice  a  year,  that  the 
laboratory  evaluate  and  debne  the 
relationship  between  test  results 
obtained  using  different  methodologies, 
instruments,  or  testing  sites,  and  verify 
the  accuracy  and  reliability  of  test 
results  obtained  using  tests  that  are  not 
included  under  subpart  I,  Proficiency 
Testing  Programs. 

We  are  clearly  defining  quality 
assurance  and  differentiating  between 
quality  assurance  activities  and  quality 
control  activities. 

We  are  adding  §  493.1703,  Patient  test 
management  assessment,  which  requires 
that  the  laboratory  have  an  ongoing 
mechanism  for  monitoring  and 
evaluating  the  systems  under  subpart }, 
Patient  Test  Management. 

Section  493.1705,  Quality  control 
assessment,  is  being  added  and  requires 
that  the  laboratory  have  an  ongoing 
mechanism  for  evaluating  corrective 
actions  taken  under  subpart  K,  Quality 
Control. 

We  require  the  laboratory  to  have  an 
ongoing  mechanism,  based  on  testing 
priorities  (STAT,  routine,  etc.)  for 
monitoring  and  evaluating  the  timely 
reporting  of  test  results. 

We  are  removing  proposed  paragraph 
§  493.1501(c)(2)  as  being  repetitive  of 
§  493.1211(b)  (7)  and  (8)  which  concerns 
the  establishment  of  the  laboratory's 
own  control  procedures  that  would 
provide  flexibility  for  determining  the 
criteria  for  releasing  test  results,  and 
§  493.1218(e)  which  concerns  the 
laboratory's  established  criteria  for 
reporting  patient  results  when  control 
values  are  outside  of  the  laboratory's 
acceptable  limits. 

We  are  moving  the  requirement 
specified  in  proposed  §  493.1501(c)(3) 
concerning  the  laboratory's  remedial 
actions  policies  and  procedures  to 
subpart  K — Quality  Control,  §  493.1219, 
Remedial  Actions. 

We  are  deleting  proposed 
§  493.1501(c)  (1)  and  (4)  because  these 
are  QC  issues  and  have  been  addressed 
in  subpart  K,  Quality  Control  and 
subpart  M,  Personnel. 

We  require  the  laboratory  to  evaluate 
the  effectiveness  of  corrective  actions 
taken,  which  correlates  with  the  QA 
activities  required  by  the  condition  of 
this  subpart. 

We  provide  that  the  laboratory's  QA 
program  must  have  an  ongoing 


mechanism  for  monitoring  and 
evaluating  the  use  and  appropriateness 
of  the  criteria  established  for  specimen 
rejection. 

We  clarify  that  the  laboratory  must 
identify  and  evaluate  patient  test  results 
that  appear  inconsistent  with  relevant 
criteria,  such  as  diagnosis  or  pertinent 
patient  data  “when  provided." 

We  clarify  that  a  laboratory  has 
flexibility  in  establishing  a  system  for 
documenting  and  correcting  breakdowns 
in  communication  that  is  appropriate  for 
the  type  of  information  system  the 
laboratory  employs,  and  that  it  is  not 
necessary  to  employ  sophisticated 
computer  software  to  assess 
breakdowns  in  communication. 

We  clarify  that  a  laboratory  has  the 
flexibility  to  develop  its  own  mechanism 
to  evaluate  staff  performance.  (This  is 
now  addressed  under  subparf  M  under 
Director,  Technical  Consultant/ 
Supervisor  responsibilities.)  We  now 
provide  that  the  laboratory  must  have 
an  ongoing  mechanism  to  evaluate  the 
effectiveness  of  policies  and  procedures 
instituted  for  assuring  the  competency  of 
employees  and,  if  applicable, 
consultants. 

To  avoid  confusion,  we  are  deleting 
the  statement  concerning  assuring 
employee  competency  and  monitoring 
performance  in  cytology. 

We  require  the  laboratory  to  evaluate 
its  test  reporting,  storage  and  retrieval 
systems  on  a  continuing  basis.  This 
applies  to  both  manual  and  automated 
test  reporting  systems. 

Concerning  the  investigation  of 
complaints  and  problems  reported  to  the 
laboratory,  we  are  adding  “when 
appropriate,"  to  allow  for  the  laboratory 
to  decide  when  and  to  what  extent  an 
investigation  will  be  based  on  its 
established  policies  and  procedures. 

The  terms  “data  analysis”  and 
“transmittal”  are  being  deleted  from 
proposed  §  493.1501(j),  now 
§  493.1703(f).  The  section  is  reworded  to 
clarify  that  the  laboratory  must  monitor 
and  evaluate  the  accuracy  and 
reliability  of  test  reporting  systems, 
appropriate  storage  of  records  and 
retrieval  of  test  results. 

Subpart  Q — Inspection 
Summary  of  Proposed  Rule 

We  proposed,  as  s^bpart  N,  to  apply 
the  requirements  of  ^existing  §  §  493.1601, 
493.1603,  and  493.1605  to  all  laboratories 
under  the  authority  of  CLIA.  For 
organizational  consideration,  we  are 
redesignating  the  subpart  as  subpart  Q. 
We  proposed  that  HHS  may  conduct  an 
unannounced  inspection  of  any 
laboratory  at  any  time  during  its  hours 
of  operation.  These  inspections  may 


include  interviewing  employees, 
observation  of  employees  performing 
tests,  data  analysis  and  reporting  of  test 
results,  and  review  of  all  records  and 
data  required  by  HHS  to  determine 
compliance  with  the  requirements. 
Further,  HHS  may  deny  approval  to  a 
laboratory  for  at  least  one  year  for 
violation  of  any  of  the  requirements  in 
regulations  at  part  493.  HHS  may  waive 
this  one-year  period  if  the  laboratory 
submits  good  cause  for  the  waiver. 
Failure  to  permit  an  inspection  would 
result  in  revocation  of  a  certificate  of 
waiver,  provisional  certificate, 
certificate  or  certificate  of  accreditation, 
as  applicable. 

Comments  and  Responses 

We  received  approximately  1,080 
comments  in  response  to  this  section. 
Nearly  60  percent  of  the  comments 
represented  physician  office 
laboratories  (POLs).  Almost  50  percent 
of  the  commenters  were  opposed  to  the 
requirements  as  written  while  nearly  40 
percent  offered  alternative  suggestions 
to  the  proposed  standards. 

Comment:  Numerous  comments  were 
received  from  individuals  and 
organizations  regarding  the  proposed 
requirements  for  unannounced 
inspections  of  waivered,  certified  and 
accredited  laboratories.  A  large  number 
of  commenters  suggested  that  in  lieu  of 
conducting  routine  unannounced 
inspections,  on-site  inspections  of  only  a 
random  number  of  laboratories  after 
their  initial  on-site  inspection  is 
conducted  should  be  performed.  These 
commenters  also  recommended  that 
unannounced  inspections  should  only  be 
performed  on  laboratories  that  have 
demonstrated  a  problem.  Another  group 
of  commenters  offered  a  suggestion  that 
on-site  inspection  be  required  only  for 
“substantial  reason”  and  not  for  “public 
complaint”.  Some  commenters  agreed 
that  both  waivered  and  non-waivered 
laboratories  should  be  subject  to 
inspection  while  others  objected  to  the 
requirement  that  certificate  of  waiver 
laboratories  be  subject  to  inspection. 
Finally,  a  commenter  from  a  military 
facility  expressed  his  views  that 
unannounced  inspections  would  not  be 
feasible  in  all  military  facilities  because 
of  security  reasons. 

Response:  Section  353(g)  (1)  and  (2)  of 
the  Public  Health  Service  Act  requires 
that  HHS  conduct  announced  or 
unannounced  biennial  inspections  of 
laboratories  issued  a  certificate  and 
requires  inspections  of  laboratories 
issued  a  certificate  of  accreditation  on 
such  basis  as  the  Secretary  determines 
necessary  to  assure  compliance  with  the 
CLIA  requirements  and  standards. 
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Under  the  Medicare  Survey  and 
Certification  Procedures,  it  is  our  policy 
to  conduct  unannounced  inspections 
during  routine  operational  hours  for  all 
health  care  i»oviders  and  suppliers, 
with  the  exception  of  hospitals.  It » 
imperative  that  a  laboratory  be 
inspected  during  its  routine  operation  so 
that  an  appropriate  evaluation  can  be 
made  about  the  services  and  activities 
ordinarily  performed  by  the  laboratory. 
Inspections  are  not  necessarily 
conducted  for  the  convenience  of  either 
the  laboratory  or  the  surv^  agency,  but 
serve  as  a  mechanism  to  assess  the 
quality  of  services  routinely  provided  by 
the  laboratory  for  the  diagnosis  and 
treatment  of  patients. 

We  disagree  with  the  commenters 
who  suggested  that  on-site  inspections 
be  performed  only  for  '‘substantial 
reason"  and  not  for  “public  complaint” 
and  are  retaining  our  policy  as  written 
in  order  to  assure  the  laboratory's 
compliance  with  the  regulations  and  to 
exonerate  the  laboratory  from  the 
alleged  accusation,  when  appropriate. 
For  laboratories  issued  a  certificate  of 
waiver,  random  inspections  will  be 
conducted  to  determine  compliance  with 
§  493.15(d),  to  verify  fiiat  only  waivered 
tests  are  performed,  to  investigate 
complaints  and  to  collect  information 
for  the  addition,  deletion  or  continued 
inclusion  of  tests  on  the  waiver  lists.  For 
military  facilities  where  security 
clearance  is  mandated,  we  would  use 
personnel  who  already  possess 
clearance  or  we  would  seek  security 
clearance  as  needed,  in  order  that  we 
may  treat  all  laboratwies  equally. 

Comment  A  number  of  commenters 
expressed  the  view  that  imannounced 
on-site  inspections  of  laboratories 
would  be  disruptive  since  individuals 
would  be  removed  from  routine  testing 
in  order  to  be  interviewed,  to  assist  in 
the  observation  of  test  performance,  and 
to  retrieve  records  or  copies  of  records 
requested  by  the  inspectors.  One 
commenter  expressed  the  concern  that 
the  observation  of  employees 
performing  tests,  including  die  testing  of 
proficiency  samples,  could  create  an 
intimidating  situation  which  may  result 
in  the  employee  failing  to  properly  test  a 
patient  or  proficiency  testing  sample. 

Response:  It  is  not  our  intent  to 
disrupt  the  laboratory’s  operations. 
Inspectors  will  be  instructed  to  make 
every  effort  to  accommodate  the 
laboratory’s  routine  testing  activities. 
Observation  of  testing  will  be  part  of 
examining  the  overall  operation  of  the 
laboratory  and  we  will  avoid,  as  much 
as  possible,  interrupting  the  routine 
work  flow.  We  would  expect  the 
technical  staff  to  perform  proficiency 


testing  to  the  extent  that  they  are 
performing  patient  testing  and  reporting 
test  results.  Interviews  of  workers  are 
intended  to  be  “on  the  job"  rather  than 
in  an  area  removed  fiom  the  workplace, 
unless  there  is  cause  for  privacy. 

Comment  A  few  commenters  noted 
that  previous  inspections  had  been 
beneficial  to  the  laboratory  and  that  test 
quality  had  been  improved. 

Response:  While  the  inspection 
process  is  focused  on  evaluating  the 
quality  of  the  laboratory  servicesi, 
corrective  actions  taken  by  facilities  in 
response  to  deficiencies  imted  during  an 
inspection  are  beneficial  to  both  the 
patient  and  the  laboratory. 

Comment  A  few  commenters 
suggested  different  frequencies  for  on¬ 
site  inspections,  with  some 
recommending  a  three  year  cycle,  on  an 
“as  needed"  basis  (as  determined  by 
proficiency  testing  performance),  or  on  a 
random  periodic  basis. 

Response:  ’The  law  requires  biemiial 
issuance  of  certificates  and  specifies 
that  inspections  should  be  conducted  on 
a  biennial  basis  or  with  such  frequency 
as  the  Secretary  determines  to  be 
necessary  to  assure  compliance  with  the 
CLIA  requirements.  In  oi^er  to  issue 
CUA  certificates,  we  must  conduct 
inspections  to  evaluate  whether  the 
laboratory  is  in  compliance  with  CLIA 
standards.  However,  the  laboratory  may 
be  subject  to  more  frequent  inspections 
due  to  public  complaints,  validation 
surveys,  addition  of  tests  to  the 
certificate,  atnl  follow-up  inspections  to 
assess  compliance  when  serious 
deficiencies  were  noted  on  a  prior 
inspection. 

Comment  A  few  commenters  noted 
that  the  inspection  of  physician  office 
laboratories  would  raise  the  cost  of 
medical  care. 

Response:  Under  the  provisions  of  the 
statute,  inspections  conducted  to  assess 
compliance  with  the  CLIA  requirements 
must  be  financed  through  the  payment 
of  fees  by  the  regulated  laboratories. 

The  CUA  requirements  are  intended  to 
improve  the  quality  of  laboratory 
services  provided  to  all  patients. 
Therefore,  the  costs  associated  with 
CUA  may  be  somewhat  offset  by  the 
benefits  accrued  by  more  accurate 
laboratory  test  results  and  the 
decreasing  need  for  repeat  testing.  A 
more  com^te  analysis  of  the  costs  and 
benefits  of  CUA  are  discussed  in  the 
Regulatory  Impact  Analysis. 

Commenf;  Several  commenters  asked 
how  inspection  of  waivered  laboratories 
would  be  conducted  when  there  are  no 
requirements  for  proficiency  testing  or 
quality  control. 


Response:  We  will  inspect  a 
certificate  of  waiver  laboratory  to 
determine  compliance  with  §  493.15(d], 
which  requires  the  laboratory  to  follow 
manufacturer's  instructions  for  the 
performance  of  the  waivered  tests,  and 
compliance  with  applicable  State  and 
local  laws.  In  addition,  we  will  collect 
information  to  determine  the  future 
addition,  deletion,  or  continued 
inclusion  of  tests  listed  in  the  waiver 
category  and  to  confirm  that  the 
laboratory  is  only  performing  tests  in  the 
waiver  category.  TTiis  will  be 
accomplished  by  reviewing  records, 
interviewing  employees,  and  observing 
test  performance,  availability  and  use  of 
test  equipment,  reagents  and  reporting 
mechanisms  for  test  results. 

Comment  A  commenter 
recommended  that  any  FT  sample  used 
for  on-site  testing  must  meet  the  same 
standards  required  of  approved 
proficiency  testing  programs  and  that  a 
legal  chain  of  possession  document  to 
be  maintained  for  every  FT  sample  used 
for  on-site  PT  such  that  the  sample  is 
traceable  to  the  source  of  preparation 
and  docunvents  every  person  handling 
the  sample. 

Response:  We  agree  wnth  the 
commenter  that  specimen  integrity  of  all 
PT  samples  must  be  assured  before  any 
grading  criteria  can  be  applied.  In  most 
instances,  die  laboratory’s  proficiency 
testing  event  will  be  conducted  using 
samples  that  have  been  mailed  to  the 
laboratory  from  approved  PY  programs, 
and  the  laboratory  will  be  responsible 
for  proper  storage  and  handling  of  PT 
samples  prior  to  testing.  Currently,  we 
do  not  require  a  legal  chain  of  custody 
to  document  transport  and  receipt  of  PT 
samples  and  we  would  not  require  such 
records  for  on-site  PT  sample  delivery.  If 
HCFA  or  one  of  its  agents  has  PT 
samples  delivCTed  to  it  for 
transportation  to  a  laboratory  for  on-site 
testing  during  an  inspection,  the  samples 
will  be  stored  and  transported  by  the 
inspecting  entity  in  accordance  with  the 
PT  programs*  instructions. 

Comment  A  number  of  commenters 
expressed  concerns  about  the 
qualification  of  laboratory  inspectors. 
Several  commenters  suggested  specific 
qualifications  to  iimlude  pathologists, 
Ph.D.s  and  certified  medical 
technologists  with  extensive  bench  or 
work  experience  as  a  laboratory 
inspector.  One  commenter  suggested 
that  for  inspections  of  research 
laboratories,  the  inspection  should  be 
conducted  by  an  individual  possessing 
the  relevant  scientific  background,  or  if 
necessary  with  the  aid  of  an  outside 
expert  consultant  who  may  be  a 
biomedical  researcher. 
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Response:  Inspections  are  performed 
by  HCFA  regional  surveyors  and  State 
agency  personnel.  Generally,  these 
individuals  have  education, 
qualiOcations,  and  experience  similar  to 
the  General  Supervisor  requirements  of 
§  493.1429,  in  addition  to  mandatory 
attendance  at  HCFA  sponsored 
laboratory  surveyor  training  programs. 
We  also  provide  written  guidelines  to 
assist  surveyors  in  evaluating  laboratory 
compliance  with  Federal  regulations.  In 
a  research  laboratory,  only  tests 
performed  that  meet  the  definition  of  the 
statute  "*  *  *  examination  of  materials 
derived  from  the  human  body  for  the 
purpose  of  providing  information  for  the 
diagnosis,  prevention,  or  treatment  of 
any  disease  or  impairment  of,  or  the 
assessment  of  the  health  of,  human 
beings”  would  be  subject  to  the  GLIA 
regulations.  If  a  research  laboratory 
performs  testing  that  fall  under  GLIA, 
we  would  expect  this  testing  to  be 
conducted  in  accordance  with  part  493, 
therefore,  our  inspectors  would  have  the 
proper  qualiHcations  and  experience  to 
evaluate  the  testing  system  for 
compliance  with  the  GLIA  regulations 
for  those  test  results  directly  related  to 
and  used  for  the  patient. 

Comment:  Some  commenters 
suggested  revising  the  proposed 
requirements  for  interviewing  laboratory 
employees  to  be  amended  as  follows: 

Allow  HHS  or  its  designee  to  interview  all 
employees  of  the  laboratory  concerning  all 
aspects  of  the  laboratory’s  compliance  with 
CLIA  and  the  following  related  sections  of 
the  Federal  regulations: — 405, 416, 440, 482, 
483,  488  and  463. 

Response:  We  agree  with  the 
commenters  and  have  added  the  phrase 
“*  *  *  concerning  the  laboratory’s 
compliance  with  the  applicable 
regulations  at  part  493.”  at 
§  493.1801(b)(1).  §  493.1803(b)(2),  and 
§  493.1805(c)(2). 

Comment:  A  few  commenters 
expressed  the  view  that  the  proposed 
requirements  providing  HHS  access  to 
all  of  a  laboratory’s  records  are  too 
broad  and  suggested  they  should  be 
amended  as  follows: — “provide  copies 
to  HHS  or  its  designee  of  all  records  and 
data  relevant  to  the  laboratory’s 
compliance  with  CLIA  *  * 

Response:  All  records  pertaining  to 
the  operation  of  the  laboratory, 
including  ownership,  testing  performed, 
personnel  qualiflcations,  etc.,  are 
relevant  to  the  laboratory’s  compliance 
with  CLIA  requirements.  Therefore,  we 
have  retained  the  requirement  as 
proposed  and  have  moved  it  to 
S  493.1775(b)(5),  §  493.1777(b)(5),  and 
§  493.1780(c)(5).  We  have  edso  added  a 


requirement  at  §  §  493.1777(b)(4)  and 
493.1780(c)(4),  which  permits  HHS 
access  to  all  areas  of  the  testing  facility 
necessary  to  evaluate  the  compliance  of 
the  laboratory  with  the  regulations  at 
part  493  to  meet  statutory  requirements 
at  section  353(g)(1)  of  the  PHS  Act. 

Comment-  One  commenter  opposed 
the  proposed  requirement  in 
§  493.1601(e)  that  would  prevent 
approval  of  a  laboratory’s  application 
for  a  period  of  one  year  following  the 
effective  date  of  a  revocation  of  its 
certifrcate  of  waiver. 

Response:  We  agree  with  the 
commenter  and  are  deleting  the 
requirement  from  §  §  493.1775, 493.1777 
and  493.1780. 

Comment  Some  commenters  noted 
that  proposed  §  493.1603(d)  and 
§  493.1605(f)  address  record  retention 
requirements  which  were  already 
addressed  in  the  Patient  Test 
management  Subpart,  but  they  do  not 
include  pathology  or  cytology.  They 
recommended  dropping  the 
requirements  from  the  Inspection 
Subpart  to  avoid  confusion. 

Response:  We  agree  with  the 
commenters  that  there  were 
inconsistencies  between  the  two 
proposed  subparts,  therefore  we  are 
adding  the  requirement  for  a  10  year 
maintenance  period  for  reports  for  the 
specialty  of  pathology,  which  would 
include  reports  for  the  subspecialty  of 
cytology,  at  §  493.1777(d)  and 
§  493.1780(f),  to  be  consistent  with  the 
requirements  in  Subpeui  ],  Patient  Test 
Management. 

Changes  to  the  Regulation 

We  are  adding  a  provision  that  allows 
HCFA  and  its  designee  access  to  all 
areas  of  the  facility  necessary  to 
determine  compliance  with  part  493 
during  an  inspection. 

We  are  clarifying  that  failure  of  a 
laboratory  to  permit  an  inspection  will 
result  in  suspension  of  Medicare  and 
Medicaid  payments  or  termination  of 
the  laboratory’s  participation  in  the 
Medicare  or  Medicaid  program,  and 
suspension  of  or  action  to  revoke  the 
laboratory’s  CLIA  certificate  to  be  in 
accordance  with  the  subpart  R, 
Enforcement,  which  is  being  established 
in  a  separate  rulemaking  in  this  issue  of 
the  Federal  Register. 

We  are  removing  the  proposed 
requirement  that  if  a  laboratory’s  CLIA 
certificate  is  revoked,  HCFA  will  not 
approve  the  laboratory’s  application  for 
a  period  of  1  year. 


Proposed  Subpart  P— Computer  Systems 
for  Level  I  and  Level  II  Testing 
Summary  of  Proposed  Rule 
Section  493.1801  Condition:  Computer 
Systems 

To  ensure  that  laboratories  are  able  to 
accurately  report  patient  testing  by  a 
properly  fimctioning  system,  we 
proposed  computer  system  requirements 
for  laboratories  using  any  size  computer 
system  to  assist  in  patient  test 
performance  and  identification  of 
patient  specific  information  for  result 
reporting.  Included  in  these 
requirements  were  provisions  for  the 
computer  system  environment, 
operation  of  the  computer,  scheduled 
and  unscheduled  computer 
interruptions,  computer  programs, 
computer  data  ent^,  patient  result 
reporting,  data  retrieval,  computer 
security,  and  capacity. 

Comments  and  Responses 

A  total  of  320  comments  were 
received  to  subpart  P,  Computer 
Systems.  Nineteen  commenters  fully 
supported  the  proposed  requirements  for 
computer  systems  as  written.  Of  the 
more  than  200  commenters  who 
suggested  alternate  language,  the 
majority  agree  with  the  intent  of  the 
requirements  and  the  need  for  computer 
systems  regulations.  'The  number  of 
commenters  requesting  deletion  of  the 
subpart  was  65.  Over  60  physicians 
misread  the  requirements,  believing  that 
they  would  be  required  to  piu*chase  and 
use  a  laboratory  information  system 
(LIS)  in  their  office  laboratory. 

The  subpart  would  have  been 
applicable  only  to  laboratories  that 
chose  to  use  an  US  in  their  facility. 

Upon  further  review,  we  are  removing 
this  subpart  from  the  final  regulations. 

Conforming  Changes 

We  are  making  technical  and 
conforming  changes  to  parts  405,  410, 
416,  417,  418,  440,  482,  483,  484,  485,  488, 
491, 493,  and  494  to  clarify  that  if  any  of 
these  entities  provides  its  own  lab 
services,  the  services  must  meet  the 
requirements  in  part  493.  These  parts 
concern  suppliers  of  End-Stage  Renal 
Disease  (ESRD)  services,  ambulatory 
surgical  centers.  Federally  qualified 
health  maintenance  organizations, 
hospitals,  long  term  care  facilities, 
intermediate  care  facilities  for  the 
mentally  retarded,  home  health 
agencies,  comprehensive  outpatient 
rehabilitation  facilities,  organ 
procurement  organizations,  rural  healtli 
clinics,  and  screening  mammography 
services.  If  the  entity  refers  specimens 
to  another  laboratory,  the  referral 
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Executive  Summary 


laboratory  must  be  certified  in  the 
appropriate  specialties  and 
subspecialties  in  accordance  with  part 
493. 

We  are  clarifying  that  individual 
patients  and  private  homes  are  not 
subject  to  CLIA  requirements.  However, 
we  are  providing  in  {  484.14  that  when  a 
home  health  agency  engages  in  testing 
outside  the  context  of  assisting  an 
individual  in  his  or  her  own  home  in 
self-administering  a  test  with  an 
appliance  that  has  been  approved  for 
that  purpose  by  FDA,  the  testing  must 
be  in  compliance  with  the  requirements 
in  part  493. 

Regulatcuy  Impact  Analysis 

Executive  Order  (E.O.)  12291  requires 
us  to  prepare  and  publish  a  final 
regulatory  impact  analysis  for  any 
proposed  regulation  that  meets  one  of 
the  Executive  Order  (E.O.)  12291  criteria 
for  a  “major  rule.”  A  major  rule  js 
defined  as  any  rule  likely  to  result  in: 

•  An  annual  effect  on  the  economy  of 
$100  million  or  more; 

•  A  major  increase  in  costs  or  prices 
for  consumers;  individual  industries; 
Federal,  State  or  local  government 
agencies;  geographic  regions;  or 

•  Significant  adverse  effects  on 
competition,  employment,  investment, 
productivity,  innovation,  or  on  the 
ability  of  United  States-based 
enterprises  to  compete  with  foreign- 
based  enterprises  in  domestic  or  export 
markets. 

Also,  we  generally  prepare  a 
regulatory  flexibility  analysis  consistent 
with  the  Regulatory  Flexibility  Act 
(RFA)  (5  U.S.C.  601  through  612),  unless 
the  Secretary  certifies  that  a  proposed 
regulation  would  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities.  For  purposes  of 
RFA,  States  and  individuals  are  not 
small  entities.  We  consider  all  clinical 
laboratories  to  be  small  entities. 

In  addition,  section  1102(b)  of  the 
Social  Security  Act  requires  the 
Secretary  to  prepare  a  regulatory  impact 
analysis  if  a  proposed  rule  may  have  a 
significant  impact  on  the  operations  of  a 
substantial  number  of  small  rural 
hospitals.  We  define  a  small  rural 
hospital  as  a  hospital  which  is  located 
outside  a  Metropolitan  Statistical  Area 
and  has  fewer  than  50  beds. 

The  four  HHS  regulations 
implementing  CLIA  clearly  meet  E.O. 
12291,  RFA,  and  Social  Security  Act 
thresholds  for  preparation  of  a 
regulatory  impact  analysis.  This 
analysis  fulfills  impact  analysis 
requirements  for  all  four  of  the 
implementing  regulations;  HSQ-176-FC. 
HSQ-177-F.  HSQ-179F.  and  HSQ- 
193-P. 


There  is  a  general  lack  of  information 
on  the  characteristics  of  the  U.S.  clinical 
laboratory  industry.  Estimates  of  the 
number  of  laboratories  subject  to  CLIA 
requirements  vary  widely.  For  the 
purposes  of  this  analysis,  we 
constructed  independent  estimates, 
using  a  variety  of  sources.  To  address 
uncertainty,  three  assumptions 
concerning  the  number  of  laboratories 
are  used  throughout  the  analysis: 

•  Low  Assumption — 180,000 
laboratories. 

•  Intermediate  Assumption — ^210,000 
laboratories. 

•  High  Assumption — ^250,000 
laboratories. 

These  estimates  are  significantly 
below  the  300,000  to  600;000  laboratory 
estimates  previously  cited  by  HHS.  We 
believe  that  these  earlier  estimates  are 
inflated  due  to  double  counting  of 
laboratories,  which  remains  a  concern 
even  in  the  current  180,000  to  250,000 
estimates. 


The  direct  costs  of  these  regulations 
will  fall  on  the  nation's  laboratories. 
Under  the  final  rule,  proficiency  testing, 
quality  control,  and  personnel 
requirements  will  be  phased  in  over  a 
two-year  period,  in  order  to  address  the 
significant  implementation  concerns  of 
both  the  government  and  the  laboratory 
industry. 

The  ^11  implementation  costs  of  the 
final  rule  will  not  occur  until  Federal 
fiscal  year  (FY)  1994  (October  1993- 
September  1994),  when  we  project  that 
CUA  costs  will  total  $1.2  billion  to  $2.1 
billion.  While  this  is  our  best  estimate,  it 
is  based  on  assumptions  we  are 
presently  unable  to  verify. 

Costs  of  the  Final  Rule  Under 
Intermediate  Assumption 


[Dollars  in  millions] 


FY 

1992 

FY 

1993 

FY 

1994 

FY 

1995 

FY 

1996 

Certifica¬ 
tion . 

$27 

$28 

$29 

$30 

$31 

Proficiency 

Testing.... 

0 

0 

445 

461 

477 

Patient 

Test 
Manage¬ 
ment . 

22 

15 

16 

16 

17 

Quality 
Control .... 

600 

609 

631 

653 

676 

Inspec¬ 
tions . 

IS 

95 

137 

98 

142 

Persorviel ... 

0 

286 

296 

307 

317 

Other 
Startup 
Activi¬ 
ties . 

70 

0 

0 

0 

0 

Costs  of  the  Final  Rule  Under 
Intermediate  Assumption— Continued 

[Dollars  in  millions] 


FY 

1992 

FY 

1993 

FY 

1994 

FY 

1995 

FY 

1996 

Total.... 

734 

1,033 

1,554 

1,565 

1,660 

The  costs  of  CLIA  regulation  will  vary 
widely  among  clinical  laboratories. 
Hospitals  and  independent  laboratories 
already  subject  to  Federal  regulation 
may  sustain  small  incremental  increases 
which,  due  to  their  large  testing  volume, 
may  amount  to  a  penny  or  less  per  test. 
On  the  other  hand,  many  physician 
offices  may  see  their  laboratory  costs 
increase  by  10  percent  or  more — and  the 
cost  of  an  average  test  rise  in  excess  of 
a  dollar.  Under  our  intermediate 
assumptions,  the  average  cost  of  a 
laboratory  test  in  the  United  States 
could  increase  by  25  cents  as  a  result  of 
CUA  requirements. 

The  cost  increases  that  will  be 
incurred  by  individual  laboratories  will 
largely  depend  on  their  current 
operations.  Those  laboratories  presently 
following  what  is  generally  referred  to 
as  “good  lab  practice” — including,  for 
instance,  following  daily  quality  control 
protocols,  maintaining  instruments 
according  to  manufacturers' 
instructions,  participating  in  proficiency 
testing,  using  qualified  personnel  to 
perform  tests,  and  keeping  detailed, 
organized  records — may  see  only 
marginal  cost  increases  as  a  result  of 
CUA.  Those  laboratories  currently  not 
following  such  practices  may  experience 
significant  increases  in  the  costs  of  their 
operations. 

Benefits  of  the  Final  Rule 

CUA  anticipates  that  comprehensive 
Federal  regulation  will  improve  the 
accuracy  of  clinical  laboratory  testing, 
thereby  producing  national  public  health 
benefits.  There  is  no  reliable  means  of 
quantifying  these  expectations, 
especially  given  the  current  lack  of  data 
on  the  clinical  laboratory  industry. 

Nonetheless,  we  offer  two 
quantitative  projections  of  potential 
CUA  benefits.  While  the  methodologies 
reflect  the  scarcity  of  definitive  data 
required  for  more  elaborate  economic 
models,  we  believe  that  these 
projections  may  be  useful  in  framing 
discussions  on  the  prospective  impact  of 
CUA  regulations. 

Willingness-to-Pay.  The  first 
projection  is  based  on  a  “willingness-to- 
pay”  model.  This  technique  is  commonly 
used  by  economists  to  project  public 
health  benefits  by  estimating  how  much 
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consumers  are  willing  to  pay  for 
decreases  in  medical  or  health  risk.  We 
project  that  non-poor  American 
households  may  be  willing  to  pay 
anywhere  from  5  percent  to  25  percent 
more  for  laboratory  services  in  order  to 
improve  their  accuracy,  and  thereby 
reduce  risk.  Using  this  approach,  CLIA 
benefits  may  be  valued  from  $570 
million  to  $2.8  billion  per  year. 

Cost  Avoidance.  An  alternative  model 
attempts  to  estimate  the  savings  in 
national  health  expenditures  that  would 
result  from  reductions  in  laboratory 
false  positive  and  false  negative  rates. 
False  positives  occur  when  test  results 
indicate  disease  in  a  patient  that  does 
not  actually  have  disease;  they  can 
result  in  unnecessary  followup  testing 
and  medical  treatments.  False  negatives 
occur  when  test  results  show  no  disease 
in  a  patient  that  actually  does  have 
disease;  they  can  result  in  delayed 
treatment,  increased  morbidity,  and 
unnecessary  death. 

While  no  data  exist  for  assessing 
current  and  future  false  negative  and 
positive  rates,  HCFA  offers  several 
scenarios  for  potential  economic 
benefits  to  accrue  through  early 
intervention,  and  reductions  in 
unwarranted  follow-up  tests  and 
unnecessary  treatments.  IF  CLIA — 
through  reductions  in  false  positive 
rates — can  reduce  national  expenditures 
for  unnecessary  testing  and  treatments 
by  Vi  percent  to  1  percent,  annual 
savings  of  $300  million  to  $2.1  billion 
could  result.  If  CLIA — through 
reductions  in  false  negative  rates — can 
lead  to  earlier  intervention  and  thereby 
reduce  expenditures  for  necessary  care, 
annual  savings  of  $200  million  to  $2.8 
billion  could  result. 

Therefore,  under  the  cost  avoidance 
model,  public  health  benefits  resulting 
from  CLIA  could  total  $500  million  to 
$4.9  billion  per  year. 

Such  models  are,  of  course,  highly 
speculative.  This  is  due  in  part  to  a  lack 
of  research  data.  Perhaps  more 
importantly,  it  can  not  be  assumed  that 
improvements  in  testing  accuracy  will 
directly  translate  into  better  treatment 
and  outcomes.  Laboratory  testing  is  only 
one  variable  in  the  medical  decision¬ 
making  equation.  Test  results  only  seek 
to  provide  answers  to  the  clinical 
questions  posed  by  physicians  and  other 
care  providers.  CLIA  has  no  bearing  on 
the  larger  public  health  issue  of  whether 
the  clinical  questions  being  asked  are 
the  appropriate  questions — or,  given  the 
lack  of  access  to  care  for  many 
Americans,  of  whether  the  questions  are 
being  asked  at  all. 


Potential  Impact  on  Access 

The  American  health  care  delivery 
system  is  quite  complex  and  diverse, 
and  there  is  no  clear,  comprehensive 
understanding  of  its  laboratory  testing 
component.  Without  that  understanding, 
it  is  difficult  to  predict  with  confidence 
how  CLIA  regulations  will  affect  patient 
access  to  medical  services.  Nonetheless, 
some  ramifications  of  CLIA  regulation 
can  be  forecast  with  certainty,  and 
others  reasonably  conjectured. 

The  final  rule  will  significantly 
increase  the  operating  expenses  of  the 
nation's  laboratory  industry — perhaps 
by  as  much  as  6  percent  per  year.  Most 
laboratories  will  successfully  pass  on 
these  cost  increases  to  patients  and 
other  consumers  of  their  services. 

These  cost  increases  may  reduce  the 
ability  of  certain  already-financially 
burdened  providers  to  deliver  services, 
and  of  the  poor,  uninsured,  and 
underinsured  to  obtain  needed  care. 
Facilities  and  individuals  in  under¬ 
served  areas,  primarily  rural  America 
and  the  inner  cities,  will  be  most 
affected.  The  actual  numbers  may  be 
quite  small,  but  we  are  unable  to 
reliably  predict  this  impact. 

Among  those  providers  that  will  be 
most  vulnerable  to  increased  costs  are 
small  rural  hospitals,  student  health 
services,  public  healtli  clinics, 
community  screening  programs,  and 
other  types  of  providers  that  must 
function  within  constrained  budgets.  For 
some  of  these  providers,  such  as  some 
municipal  health  programs,  passing  on 
costs  is  not  a  viable  option.  They  will  be 
forced  instead  to  restrict  their  services. 
Of  those  programs  that  are  able  to  pass 
on  some  or  all  of  their  operating  cost 
increases,  many  may  find  their 
initiatives  less  effective,  as  their 
patients  are  unable  or  unwilling  to  pay 
more  for  health  care  services. 

While  the  final  rule  is  designed  to 
protect  all  consumers  from  substandard 
quality  laboratory  work,  the  CLIA 
program  could  in  some  instances  thwart 
larger  public  health  objectives  by 
hindering  the  provision  of  screening 
services  to  the  poorest  Americans. 

Ironically,  this  could  be  the  case  in 
cytological  screening,  which  was  the 
impetus  for  CLIA  legislation.  There  is 
already  a  national  shortage  of 
cytotechnologists,  and  the  final  rule  will 
increase  demand.  In  the  laboratory 
industry  generally,  recent  surveys 
indicate  ^at  80  percent  of  U.S. 
laboratories  have  experienced  a 
shortage  of  technical  personnel.  Again, 
the  problems  are  more  acute  in  rural 
areas,  where  the  ratio  of  laboratory 
personnel  per  100,000  population  is  less 
than  half  that  of  metropolitan  areas. 


For  all  of  the  uncertainty  about  CLIA 
implementation,  it  is  certain  that  the 
final  rule  will  not  restrict  access  to  the 
extent  feared  and  expressed  in  public 
comments  on  the  NPRM.  Though  there 
remain  some  valid  questions  about 
potential  restrictions  on  access, 
especially  in  under-served  and  low 
income  communities,  the  final  rule  will 
in  one  overarching  respect  broaden 
access.  By  setting  consistent 
requirements  for  all  laboratories — 
regardless  of  setting,  location,  or 
populations  served — CLIA  legislation 
and  the  final  rule  seek  to  assure  for  the 
first  time  that  all  U.S.  laboratories 
provide  testing  services  that  meet 
minimum  standards  of  quality. 

Regulatory  Impact  Analysis 

Methodology  and  Approach 

This  analysis  addresses  a  wide  range 
of  projected  costs  and  benefits  of  the 
final  rule.  Whenever  possible,  it 
employs  appropriate  methods  for 
expressing  impact  quantitatively.  These 
projections  are  supplemented  by 
narrative  discussion. 

Any  effort  to  prospectively  assess  the 
cost-effectiveness  of  a  major  public 
health  initiative  must  be  premised,  to 
some  degree,  upon  educated 
speculation.  This  analysis  in  particular 
must  address  regulation  of  a  clinical 
discipline,  about  which  there  is  scant 
cost/benefit  data  or  empirical  study,  in 
the  context  of  a  complex  health  care 
marketplace.  The  analysis  is  reliant 
upon  many  simplifying  assumptions, 
which  are  made  explicit  throughout  the 
analysis. 

Laboratory  Estimates 

Estimates  of  the  number  and 
characteristics  of  laboratories  vary 
widely  in  professional  and  scientific 
literature,  as  do  estimates  included  in 
public  comments  to  the  NPRM. 
Generally,  however,  these  estimates 
share  one  common  characteristic:  They 
represent  best  guesses,  and  are  lacking 
in  reliable  supporting  data. 

In  many  cases,  our  analysis  cannot 
rely  upon  tabulated  actual  counts  or 
statistical  inferences  drawn  from 
empirical  data.  It  instead  uses  estimates 
based  on  currently  available 
information.  We  must  await  compilation 
of  CLIA  laboratory  registration  and 
certification  information  for 
comprehensive,  reliable  data  on  the 
number  and  characteristics  of  CLIA 
laboratories. 

Following  our  review  of  the  existing 
body  of  laboratory  estimates,  it  was 
decided  that  the  usefulness  of  this 
analysis  would  be  improved  by 
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compiling  new,  independent  projections. 
To  this  end,  the  following  source 
materials  were  used; 

•  Medicare,  Medicaid,  and  CLIA  67 
data. 

•  Accreditation  and  professional 
organization  data. 

•  Physician  data  from  the  American 
Medical  Association. 

•  State  licensure  and  regulatory 
experience. 

•  Public  comments  to  the  NPRM. 

•  Academic  and  professional 
literatiu«. 

•  Expert  opinion. 

In  order  to  address  the  uncertainty 
surrounding  laboratory  estimates,  we 
use  three  sets  of  assumptions  throughout 
the  analysis. 

Estimates  of  the  Number  of 
Laboratories  Subject  to  CLIA 


Low 

assump¬ 

tion 

Interme¬ 

diate 

assump¬ 

tion 

High 

assump¬ 

tion 

Hospitals . 

7,000 

7,000 

7,000 

Independent 

Labs . 

6,000 

6,000 

6,000 

POLs  • . . . 

110,000 

57,000 

130,000 

67,000 

140,000 

97,000 

Other . 

Total . . 

180,000 

210,000 

250,000 

■  Physician  Office  Latioratories. 


The  four  categories  of  laboratory 
estimates  vary  greatly  in  degree  of 
reliability.  As  is  to  be  expected,  we  are 
far  more  conOdent  in  the  numbers  and 
characteristics  of  laboratories  and  other 
health  care  providers  currently  under 
Federal  regulation,  such  as  most 
hospitals,  independent  laboratories,  and 
nursing  facilities.  We  are  most  uncertain 
about  the  various  entities  that  may  fall 
into  the  "Other"  category. 

Hospital  and  Independent 
Laboratories.  The  hospital  and 
independent  laboratory  estimates  are 
based  on  Medicare,  Medicaid,  and  CLIA 
67  survey  and  certiHcation  data.  These 
laboratory  counts  are  supplemented  by 
State  survey  agency  estimates  that 
include  projections  of  hospitals  and 
independent  laboratories  not  currently 
subject  to  HCFA  requirements.  To  the 
extent  possible,  these  estimates  were 
validated  through  comparison  with 
accreditation  and  professional 
organization  data. 

Physician  Laboratories.  Estimates  of 
the  number  of  U.S.  physician  office 
laboratories  (POLs)  vary  widely.  The 
POL  estimates  in  this  analysis  are 
drawn  from  HCFA  extrapolation  of 
published  AMA  data.  AMA  reports  cite 
the  total  number  of  U.S.  physicians  in 
office-based  practice  as  approximately 
350  thousand,  and  distribute  these 


physicians  by  practice  specialty.  These 
distributions  were  converted  into 
estimates  of  laboratories  by  application 
of  AMA  research  on  the  proportions  of 
in-office  clinical  laboratories  found  in  a 
large  sample  of  physician  specialties. 
These  estimates  were  then  grouped, 
according  to  practice  specialty,  into 
Primary  and  Non-Primary  Care 
categories. 

Estimates  of  the  Number  of 
Physician  Office  Laboratories 


Office- 

based 

physicans 

Propor¬ 
tion  with 
clinical 
labs 

No.  of 
POLs 

Primaiy  Care . 

160,000 

.56 

90,000 

Non-Primary 

Care . 

190,000 

.21 

40,000 

Total . 

350,000 

.37 

130,000 

‘Rounded  to  nearest  1,000. 


Several  alternative  methodologies 
were  explored,  but  appeared  less 
reliable.  These  included  an  effort  to 
apply  information  about  the  size  and 
frequency  of  group  practices  to  AMA 
databases  of  individual  physicians.  The 
analysis  uses  an  approach  that  is 
appropriately  conservative,  for  it  does 
not  appear  to  understate  the  POL 
universe.  It  attempts  to  avoid  double¬ 
counting  of  physicians  working  in 
institutional  settings.  These  estimates 
also  compare  favorably  with  State 
survey  agency  estimates  collected  by 
HCFA  regional  offices. 

Other.  The  “other"  category  includes 
nursing  facilities,  end  stage  renal 
disease  dialysis  clinics,  freestanding 
home  health  agencies,  hospices,  rural 
health  centers,  ambulatory  surgery 
centers,  dental  offices,  blood  and  organ 
banks,  mobile  and  walk-in  screening 
programs,  family  planning  clinics, 
corporate  health  facilities,  prisons, 
student  health  services,  WIC  programs, 
sexually-transmitted  disease  clinics, 
methadone  clinics.  State  and  local 
health  departments,  and  the  host  of 
other  facility  types  that  may  be  subject 
to  CLIA  regulations. 

There  is  great  uncertainty  about  the 
many  disparate  entities  that  may  fall 
into  this  category  of  laboratories.  Under 
the  CLIA  statute,  the  term  “laboratory" 
is  very  broadly  defined  to  encompass 
any  facility  performing  testing  on  human 
specimens  for  health  care  purposes.  We 
obtained  estimates  of  non-hospital,  non- 
independent,  non-physician  laboratories 
from  a  wide  selection  of  sources, 
including  NPRM  comments.  State  health 
departments,  and  Medicare  and 
Medicaid  data  files.  However,  we  lack  a 
comprehensive  understanding  of  the 
number  and  types  of  these  other 


facilities  that  may  be  subject  to  CLIA.  It 
is  this  uncertainty  that  accounts  for  the 
70  percent  variance  between  the  high 
and  low  assumptions  in  the  “other" 
category. 

CLIA  Study  Coalition  Estimates.  Our 
estimates  of  the  number  of  CLIA 
laboratories  differ  widely  from  those  of 
the  CLIA  Study  Coalition,  which  is 
composed  of  the  AMA,  the  American 
Hospital  Association,  the  Health 
Industry  Distributors  Association,  and 
the  Health  Industry  Manufacturers 
Association.  This  coalition  projects  that 
less  than  90,000  laboratories  will  be 
subject  to  CLIA  regulations — an 
estimate  only  one-half  as  large  as  oui 
low  assumption.  We  believe  that  the 
coalition  estimates  do  not  account, 
either  in  whole  or  in  part,  for  significant 
components  of  the  laboratory  universe, 
such  as  nursing  homes,  public  health 
laboratories,  and  student  health  clinics. 
Nonetheless,  although  we  believe  their 
estimates  are  low.  it  is  possible  that  the 
coalition’s  projections  may  prove  more 
accurate  than  independent  HHS 
estimates.  If  the  number  of  CLIA 
laboratories  is  indeed  below  our  low 
assumption  of  180,000  laboratories,  then 
our  estimates  of  the  cost  of  CLIA 
regulation  will  likely  be  high.  Again,  we 
await  the  compilation  of  CLIA 
registration  data  for  an  accurate 
depiction  of  the  size  of  the  CLIA 
laboratory  universe. 

The  Market  for  Laboratory  Testing 
Services 

Although  the  category  of  “other” 
laboratories  appears  large  in  terms  of 
the  sheer  number  of  facilities,  it  is 
hospitals,  independent  laboratories  and 
physician  offices  that  perform  the  vast 
majority  of  clinical  laboratory  testing  in 
the  United  States. 

There  is  a  lack  of  comprehensive  data 
about  the  market  for  clinical  laboratory 
services.  One  1980  study  estimated  that 
“$15  billion  was  spent  on  laboratory 
services  of  all  kinds,  (and  that)  the 
number  of  laboratory  tests  performed 
each  year  in  this  country  is  huge  and 
growing  at  a  compound  rate  of  about  15 
percent  per  year"  (Reiman,  1980).  In  the 
previous  year,  another  prominent  study 
found  “evidence  that  such  technologies 
as  the  CT  scanner  account  for  far  less  of 
the  growth  in  medical  expenditures  than"* 
do  the  collective  expenses  of  thousands 
of  small  tests  and  procedures  *  *  *,  The 
nation's  bill  for  operating  only  one  class 
of  ‘little-ticket’  technologies — clinical 
laboratory  tests — far  exceeded  that  of 
capital  equipment  purchased  by 
hospitals  (Moloney  and  Rogers,  1977).’’ 

Since  1980,  the  clinical  laboratory 
market  has  continued  its  escalation,  and 
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physician  office  laboratories  have  been 
the  most  rapidly  expanding  segment  of 
the  industry  (Kenney  and  Greenberg, 
1986).  The  physician  portion  of  this 
market  has  been  estimated  to  represent 
50  percent  of  all  outpatient  laboratory 
testing,  with  a  projected  16  percent 
annual  growth  rate  through  1990 
(Fischer,  1986).  However,  this  estimate  is 
representative  of  only  one  of  the  many 
opinions  on  the  size  of  this  market 
segment.  A  study  by  Boston  Biomedical 
Consultants  projected  that  by  1990, 

POLs  would  perform  2.7  billion  tests 
valued  at  $16  million,  a  four-fold 
increase  since  1986  (Kenney  and 
Greenberg,  1986).  Application  of 
American  Medical  Association 
assumptions  to  their  office-based 
physician  count  results  in  much  lower 
annual  estimates  for  the  size  of  the 
physician  market:  $2.7  to  $3.7  billion 
annually  as  of  1989  (AMA,  1989).  A 1987 
report  in  Hospitals  estimated  that 
"laboratory  testing  is  a  $20  billion 
business,  with  $5  billion  performed  in 
physician  offices,  $5  billion  in 
independent  and  reference  labs,  and  $10 
billion  in  hospital  labs"  (Crane,  1987). 

To  obtain  a  working  assumption  of  the 
dollar  volume  of  the  U.S.  laboratory 
market,  we  utilize  HHS  and  HCFA 
market  projections,  and  estimates  that 
spending  on  laboratory  services 
comprised  4.5  percent,  or  approximately 
$30  billion,  of  1990  national  health  care 
expenditures  of  $666.2  billion. 

Information  concerning  the  national 
volume  of  tests  is  even  more  sketchy 
than  dollar  estimates.  There  are  no 
available  comprehensive  studies. 
Problems  emanating  from  a  lack  of  data 
are  compounded  by  definitional 
problems  entailed  by  modem  testing 
systems  that  perform  many  different 
tests  at  once. 

The  House  Energy  and  Commerce 
Committee  Report  on  CUA  estimates 
that  4  to  6  billion  tests  are  performed 
each  year.  The  CLIA  Study  Coalition 
projects  that  8.8  billion  analytes  are 
tested  annually.  For  the  purposes  of  this 
analysis,  we  assume  that  the  annual 
national  testing  volume  totals  6  billion 
tests. 

The  Complexity  Model 

Following  the  CLIA  statutory 
mandate,  the  bnal  rule  sets  standards 
and  conditions  for  certiBcation  of 
laboratories  according  to  the  complexity 
of  the  tests  they  perform.  Laboratory 
tests  are  classiBed  according  to  Public 
Health  Service  criteria  in  one  of  three 
categories: 

•  Waived  tests. 


•  Tests  of  moderate  complexity. 

•  Tests  of  high  complexity. 

Laboratories  may  perform  tests  only 

in  categories  in  which  they  are  certiBed 
by  HCFA,  unless  they  are  accredited  by 
an  approved  organization,  or  are  State- 
exempt. 

Laboratories  performing  only  tests  on 
the  waived  list  are  required  to  follow 
accepted  laboratory  practice  and  other 
applicable  Federal,  State,  or  local 
requirements,  but  are  otherwise  not 
subject  to  the  substantive  requirements 
of  the  Bnal  rule.  Moderate  and  high 
complexity  laboratories  must  comply 
with  the  proBciency  testing,  patient  test 
management,  quality  control,  quality 
assurance,  and  personnel  standards  of 
the  regulation.  Standards  for  high 
complexity  laboratories  exceed  the 
requirements  for  laboratories  performing 
only  waived  and  moderately  complex 
tests.  Many  requirements  are  being 
phased  in  over  a  two-year  period. 

Distribution  Under  the  Complexity 
Model.  In  order  to  assess  the  impact  of 
the  Bnal  rule,  we  projected  the  number 
of  laboratories  that  will  fall  into  each  of 
the  three  complexity  categories 
according  to  the  highest  level  of  testing 
performed.  We  made  no  projections  of 
State-exemption  or  accreditation,  for 
several  reasons.  First,  there  is  no 
reliable  basis  on  which  to  base  such 
speculation.  Second,  accreditation 
bodies  and  State  programs  that  seek 
HCFA  approval  under  CLIA  regulations 
must  provide  assurance  that  their 
laboratory  standards  are  as  stringent  or 
more  stringent  than  those  of  the  Bnal 
rule.  Thus,  it  can  be  assumed  that,  as 
any  State-exempt  or  accredited 
laboratory  must  maintain  compliance 
with  State  regulations  and  accreditation 
standards  comparable  to  those  of  the 
final  rule,  the  costs  to  laboratories  of 
such  compliance  may  also  be  assumed 
to  be  comparable.  Finally,  we  do  not 
wish  to  understate  the  impact  through 
speculation  about  accreditation  and 
State  exemption.  Nevertheless,  it  must 
be  noted  that  approximately  20  States 
have  some  sort  of  program  that  could 
qualify  for  consideration  for  CLIA 
exemption,  and  that  the  remaining 
States  may  also  pursue  CLIA  exempt 
status.  Additionally,  a  number  of  non¬ 
profit,  voluntary  organizations  are 
expected  to  pursue  accredited  status. 
State  exemption  and  accreditation  could 
significantly  lower  the  costs  of  the  CLIA 
program. 

We  estimate  that  the  projected 
number  of  laboratories  subject  to  CLIA 


requirements  will  be  distributed  across 
the  three  complexity  model  categories 
according  to  the  percentage;^  on  the 
following  table. 

Distribution  of  Laboratories  by 
Highest  Level  of  Testing  Performed 


Waived 

labs 

(per¬ 

cent) 

Moder¬ 

ate 

com¬ 

plexity 

(per¬ 

cent) 

High 

com¬ 

plexity 

(per¬ 

cent) 

Total 

labs 

(per¬ 

cent) 

Hospitals . 

0 

0 

100 

100 

Independent 

Labs . 

0 

0 

100 

100 

Prinfwry  Care 

POLs . 

3 

87 

10 

100 

Non-Primary 

Care  POLs.. 

10 

80 

10 

100 

Total, 

POLs... 

5 

85 

10 

100 

Other . 

5 

85 

10 

100 

This  distribution  incorporates  gross 
rounding  assumptions  for  the  purposes 
of  this  analysis,  but  is  not  indicative  of 
the  actual  makeup  of  the  laboratory 
industry.  For  instance,  we  classify  all 
hospital  laboratories  under  the  high 
complexity  category,  even  though  there 
is  a  small  segment  of  the  hospital 
industry  (including  some  rural  short¬ 
term  inpatient  facilities)  that  does  not 
perform  high  complexity  tests. 

This  distribution  reflects  the  final 
rule’s  concentration  of  tests  in  the 
moderate  complexity  category.  Although 
we  have  not  projected  a  distribution  of 
laboratories  according  to  the  provisions 
of  the  NPRM,  it  is  clear  that  the  NPRM 
distribution  would  have  had  many  more 
laboratories  in  the  waived  and  high 
complexity  categories,  and  fewer  in  the 
moderate  category. 

Projection  of  the  Number  of  Labora¬ 
tories  BY  Complexity  Model  Cate¬ 
gory 


Low  assumption 

Moder- 

High 

com¬ 

plexity 

Total 

Waived 

labs 

ate 

com¬ 

plexity 

labs 

Hospitals . 

Independent 

0 

0 

7,000 

7,000 

0 

0 

6,000 

6,000 

Primary  Care 

POLs . 

2,400 

69,600 

8,000 

80,000 

Non-Primary 

POLs . 

3,000 

24.000 

3.000 

30.000 

Subtotal, 

POLs.... 

5.400 

93,600 

11,000 

110,000 

Other . 

2,850 

48,450 

5,700 

57,000 

8,250 

142,050 

29,700 

180,000 
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Projection  of  the  Number  of  Labora¬ 
tories  By  Complexity  Model  Cate¬ 
gory — Continued 


Mermediate  assumption 

Waived 

labs 

Moder¬ 

ate 

oom- 

plenly 

High 

com¬ 

plexity 

Total 

labs 

Hospitals . 

0 

0 

7,000 

7,000 

Independ¬ 
ent  Labs.... 

0 

0 

6.000 

6,000 

Primary 

Care 

POLs _ 

2.700 

78.300 

9.000 

90,000 

Non- 
Primary 
POLs . 

4,000 

32,000 

4.000  ! 

40,000 

Subto-  , 
tal. 

POLs.. 

6.700 

110.300 

1 

13.000  1 

130,000 

Other . . . 

3.350 

56,950 

6.700 

67.000 

Total . 

10,050 

167,250 

32,700 

210,000 

HIgti  assumption 


Hospitals . - 

Independ- 

0 

0  j 

7.000 

7.000 

ent  Labs.... 

0  ' 

0 

6.000 

6.000 

Projection  of  the  Number  of  Labora¬ 
tories  By  Complexity  Model  Cate¬ 
gory — Continued 


High  assumption 

Waived 

labs 

Moder¬ 

ate 

com¬ 

plexity 

High 

com¬ 

plexity 

Total 

labs 

Primary 

Care 

POLb.„ . . 

2.850 

62.650 

9.500 

1 

95.000 

Non- 
Primary 
POLs  . 

4.500 

36,000 

4.500 

45.000 

SiibtD-  1 
tal  ' 
POLs.J 

7.350  1 

118.650 

14.000 

140.000 

Other . 

4.850  { 

eZ450 

9.700 

97.000 

Total . 

12,200 

210.100 

36.700 

250.000 

Certification 

Under  the  final  rule,  all  clinical 
laboratories  must  possess  either  a 
certificate  of  waiver,  a  registration 
certificate,  a  certificate  to  perform  tests 
of  moderate  and/or  high  complexity,  a 
certificate  of  accreditation,  or  be  State- 


exempt.  For  the  purposes  of  this 
analysis,  we  assume  that  all 
laboratories  will  be  certified  as  waived, 
moderate  complexity,  or  high 
complexity.  We  have  made  no 
projections  of  accreditation  or  State 
exemption. 

According  to  the  provisions  of  the 
final  user  fee  rule,  a  biennial  certificate 
of  waiver  will  cost  $100.  Moderate  and 
high  complexity  laboratories  will  pay: 

•  An  initial  registration  certificate  fee 
of  $100,  $350,  or  $600,  according  to  a  fee 
schedule  based  on  annual  testing 
volume,  and 

•  A  biennial  certification  fee,  based 
on  the  same  fee  schedule,  following 
Federal  inspection  and  determination  of 
compliance  with  the  standards  set  in  the 
final  rule. 

For  the  purposes  of  calculating  the 
annual  costs  of  the  CLIA  program,  we 
assume  that  all  laboratories  will  pay 
only  one  fee  in  a  given  two-year  period, 
whether  they  pay  for  a  certificate  of 
waiver,  a  registration  certificate,  or  a 
regular  certificate.  The  tables  below 
project  the  distribution  of  laboratories 
by  fee  category. 


Projected  Distribution  of  Laboratories  by  Certificate  Fee  Category 


Waived:  | 

Moderate  and  high: 

Total 

$100  I 

$100 

$350  1  $600  1 

Low  Assumption 

1 - 1 

1 - 1 - - 1 

r  " 

Hospital - 

lndeper;Jant_. 

POL . 

Ottw . 


0 

0 

5.400 

2.850 


0 

0 

47,070 

33,032 


2.800 

2,700 

43,932 

18.410 


4,200 

3,300 

13,596 

^708 


7.000 

6.000 

110.000 

57.000 


Total... 


8.250 


60.102 


67,842 


23.806 


160.000 


Intarmadtete  Assumption 


0 

0 

6,700 

3.350 

0 

0 

55,485 

38.827 

2.800 

2.700 

51.786 

21.640 

4.200 
3.300  1 
16.029  , 
3.183  1 

7.000 

6,000 

130.000 

67,000 

pni 

10,050  ' 

94,312 

76,926  : 

26,712 

210,000 

High  Aaaumptlon 


Hospital . . . . . . 

7.350 

4,850 

0 

0 

59.693 

56,212 

2,800 

2.700 

55.713 

31,331 

4.200 

3.300 

17.244 

4.607 

7,000 

6,000 

140,000 

97.000 

pol’ . . .  . . 

12.200 

115.905 

92.544 

29,351 

250.000 
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The  table  below  presents  the 
annualized  projections  of  biennial 
certificate  fee  collections. 

Projected  Annualized  Certificate 
Fee  Collections 


[Millions  of  dollars] 


Low 

assump¬ 

tion 

Interme¬ 

diate 

assump¬ 

tion 

High 

assump- 

tion 

. 

S2 

$2 

$2 

Independent  Labs .... 

1 

1 

1 

POLs . 

14 

17 

18 

Other . 

6 

7 

10 

Total . 

23 

27 

31 

Non-Selected  Option.  The  three-level 
fee  schedule  of  the  final  rule  marks  a 
major  change  from  the  flat  $261 
certificate  fee  of  the  NPRM.  This  new 
approach  responds  to  public  concerns 
that  under  the  proposed  rule,  small 
physician  office  laboratories  performing 
relatively  few  tests — with 
correspondingly  low  laboratory 
revenue — would  be  assessed  the  same 
certiHcate  fee  as  large  hospital  and 
independent  laboratories.  The  bnal  rule 
sets  the  certificate  fees  of  small 
laboratories  (defined  as  those  with 
annual  testing  volume  below  25,000 
tests)  at  a  modest  $100  level,  payable 
every  two  years. 

The  switch  to  the  new  fee  schedule  is 
designed  to  be  a  budget  neutral  change. 
That  is,  if  all  other  assumptions  are  kept 
constant,  collections  under  the  $100/ 
$350/$600  schedule  are  projected  to 
equal  projections  using  the  $261  flat  fee. 

Proficiency  Testing 

CUA  mandates  that  all  non-waived 
clinical  laboratories  participate 
successfully  in  an  approved  proficiency 
testing  (PT)  program.  The  House  Energy 
and  Commerce  Committee  report  states 
that  PT  “is  arguably  the  most  important 
measure  of  laboratory  performance 
since  it  reviews  actual  results  rather 
than  merely  gauging  the  potential  for 
good  results.” 

PT  may  be  defined  as  “evaluating  the 
ability  to  perform  laboratory  procedures 
within  acceptable  limits  of  accuracy, 
through  the  analysis  of  unknown 
specimens  distributed  at  periodic 
intervals  by  an  external  source”  (DeBoy 
and  Jarboe,  1991).  In  essence,  it  is  a 
means  of  testing  the  testers. 

Under  the  final  rule,  laboratories  must 
participate  in  PT  for  all  tests  for  which 
service  is  offered  and  for  which 
approved  proficiency  testing  is 
available.  PT  samples  must  be  treated  in 
the  same  way  as  patient  specimens,  and 
cannot  be  referred  to  another 


laboratory.  Laboratories  must  analyze 
five  challenges  for  each  test  they 
perform,  in  three  PT  events  per  year. 

We  project  that  approximately  160,000 
to  225,000  laboratories  will  be  subject  to 
Federal  PT  requirements  for  the  first 
time. 

In  order  to  provide  the  necessary  lead 
time  to  permit  PT  programs  to  gear  up  to 
meet  this  enormous  new  demand  and  to 
receive  HCFA  approval,  the  final  rule 
sets  a  two-year  phase-in  period.  This 
period  will  also  allow  the  laboratories 
not  currently  participating  in  PT  to 
progress  up  the  PT  learning  curve.  In 
this  way,  disruption  to  laboratory 
testing  in  presently  unregulated 
laboratories  may  be  minimized  or 
largely  avoided.  During  this  period, 
emphasis  can  be  placed  on 
identification  of  the  source  of  PT  errors, 
and  laboratories  can  seek  appropriate 
technical  assistance  and  training. 

Number  of  Laboratories  Subject  to 
PT  Requirements  for  the  First  Time 


Low 

assump¬ 

tion 

Interme¬ 

diate 

assump¬ 

tion 

High  , 
assump¬ 
tion 

Hospitals . 

0 

0 

0 

Independent  Labs .... 

0 

0 

0 

POLs . 

104,600 

123,300 

132,650 

Other . 

54,150 

63,650 

92,150 

Total . 

158,750 

186,950 

224,800 

Costs  of  the  Final  Rule 

The  direct  costs  of  these  requirements 
will  be  sustained  by  laboratories.  PT 
costs  are  analyzed  in  two  components: 
General  PT  and  Cytology  PT. 

General  Proficiency  Testing 

For  General  PT  requirements, 
projected  costs  include: 

•  Payments  to  approved  PT  programs 
for  enrollment  fees  and  purchase  of  PT 
materials  and  kits,  and 

•  Internal  expenses  for  testing 
materials  (such  as  reagents  and 
pipettes),  staff  time  devoted  to  the  PT 
process,  and  associated  overhead. 

PT  costs  of  hospitals  and  independent 
laboratories,  most  of  which  are  subject 
to  current  Federal  PT  requirements,  are 
assumed  to  remain  stable.  It  is  also 
assumed  that  a  reasonable  projection  of 
incremental  GLIA  PT  costs  for  all  other 
non-waived  laboratories  may  be 
obtained  through  use  of  an  average  cost 
to  be  applied  without  consideration  of 
current  voluntary  or  State-required  PT 
participation. 

In  order  to  compute  an  average  PT 
program  participation  cost,  we  obtained 
a  random  selection  of  1990  PT  survey  or 
kit  purchases  by  POLs  enrolled  in  the 


Medical  Laboratory  Evaluation  (MLE) 
program  of  the  American  Society  of 
Internal  Medicine.  That  sample  revealed 
a  mean  annual  POL  purchase  of  $341. 

We  then  extrapolated  a  cost  increase 
attributable  to  the  new  five  specimen 
per  test,  three  event  per  year 
requirement;  added  the  annual  $66  MLE 
enrollment  fee  to  this  average:  and 
converted  our  results  into  current 
dollars.  This  resulted  in  a  projected 
average  annual  laboratory  payment  to 
PT  providers  of  $909. 

Though  similar  sample  data  were  not 
readily  available  from  other  PT 
providers,  comparison  of  program 
participation  costs  do  not  indicate 
significant  differences  in  overall  costs. 

We  project  that  the  laboratory 
material,  personnel,  and  overhead 
expenses  associated  with  PT  will 
average  125  percent  of  the  costs  of 
payments  to  PT  providers.  This  factor  is 
assumed  to  approximate  the  average 
laboratory  costs  and  overhead  entailed 
by  PT  participation,  which  requires 
steps  similar  or  identical  to  those 
involved  in  performing  a  test  on  a 
standard  patient  specimen.  These  steps 
include: 

•  Handling  of  specimens. 

•  Performance  of  tests. 

•  Recording  and  reporting  results. 

•  Maintenance,  instrument  checks, 
cleaning  and  repair. 

•  Supervision,  review,  and  follow-up. 

The  $909  projected  average  PT 

program  payment  plus  the  125  percent 
in-house  expense  factor  result  in 
average  annual  PT  costs  of  $2,045  for 
those  laboratories  not  subject  to  Federal 
PT  requirements  prior  to  the  effective 
date  of  the  final  rule.  The  projected 
incremental  general  PT  costs 
attributable  to  the  final  rule  are  outlined 
in  the  table  below. 

Annual  General  PT  Costs:  Selected 
Option— Five  Challenges,  Three 
Events  Annually 


[Millions  of  dollars] 


Low 

assump¬ 

tion 

Interme¬ 

diate 

assump¬ 

tion 

High 

assump¬ 

tion 

Hobuiials . 

0 

0 

0 

Independent  Labs .... 

0 

0 

0 

POLs . 

$214 

$253 

$271 

Other . 

111 

129 

189 

Total . 

325 

382 

460 

Non-Selected  Options.  We  examined 
three  non-selected  options: 

•  The  quarterly,  five  challenge 
requirements  of  the  NPRM, 
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•  The  quarterly,  two  challenge 
program  used  by  many  PT  providers, 
and  by  Medicare  and  CLIA  67 
laboratories  prior  to  the  promulgation  of 
the  March  1990  final  rule,  and 

•  A  split  sample  approach. 

We  constructed  cost  projections  for 
the  first  two  non-selected  options,  using 
the  same  laboratory  assumptions  as  the 
final  rule  projections,  and  relying  upon 
MLE  average  cost  data  to  estimate 
annual  laboratory  expenses. 

Projected  Annual  General  PT  Costs: 

Non-Selecteo  Option— Quarterly 
Five  Challenge 


[Millions  o<  dollars] 


Low 

assump¬ 

tion 

Intorme- 

diaie 

assump¬ 

tion 

High 

assump¬ 

tion 

Hospitals . 

0 

0 

0 

Independant  Labs .... 

0 

0  ; 

0 

POLs - 

$227 

$268  1 

$289 

Other . . . 

118 

139 

201 

Total . 1 

345 

407 

490 

The  costs  of  this  non-selected  option 
exceed  the  costs  of  the  final  rule 
$20  million  to  $30  million  per  year.  This 
option  was  not  chosen  because:  (1) 
There  is  no  scientific  or  technical  basis 
for  selecting  a  program  of  quarterly 
frequency  over  a  program  of  three 
events  per  year,  and  (2)  there  are  more 
formidable  logistical  problems  inherent 
in  a  quarterly  program  in  comparison 
with  a  program  of  three  events  per  year. 


Projected  Annual  General  PT  Costs: 
Non-Selected  Option— Quarterly 
Two  Challenge 

[Miirions  o>  dollars] 


Low 

assump¬ 

tion 

Interme¬ 

diate 

assump¬ 

tion 

High 

assump¬ 

tion 

Hospitals . 

0 

0 

0 

Independent  Labs .... 

0 

0 

0 

POLs . ! 

$101 

$119 

$128 

Other . j 

52 

61 

88 

Total _ J 

1 

153 

180 

216 

The  annual  costs  of  this  non-selected 
option  are  approximately  one-half  the 
costs  of  the  final  rule,  or  from  $72 
million  to  $244  million  less  per  year. 

This  option  was  not  chosen  for  scientific 
and  technical  reasons,  as  two  challenges 
are  deemed  to  provide  insufficient 
information  for  the  purposes  of  a 
regulatory  program  with  sanctions  for 
repeated  PT  failures. 

Split  Samples.  “Split  Samples”  have 
been  discussed  as  a  possible  option  for 


proficiency  testing  in  small  laboratories. 
In  split  sampling,  a  laboratory  selects 
actual  patient  test  specimens  off  the  line 
at  some  given  frequency  and  sends  them 
to  another  laboratory  for  independent 
testing.  Thus,  laboratories  arrange  a 
trading  of  sample  specimens  for  PT 
purposes,  and  compare  results.  Errors  or 
differences  are  identified  and  problem 
solving  resolution  is  initiated,  similar  to 
PT.  A  possible  variation  of  this 
approach  would  be  to  organize  split 
sampling  as  part  of  a  formal  PT 
program.  At  present,  split  samples  are 
included  in  the  final  rule  as  a  possible 
quality  assurance  mechanism  for 
evaluating  analyte  testing  for  which 
there  is  no  acceptably  stable  proficiency 
test. 

ProHciency  testing  and  split  sampling 
(for  those  analytes  for  which  there  is  no 
stable  PT]  could  well  serve  as  partners 
in  laboratory  quality  improvement.  In 
order  to  adopt  split  sampling  as  a 
workable  approach  in  a  formal  PT 
program,  a  great  deal  of  developmental 
work  would  be  required. 

-  Therefore,  we  do  not  consider  split 
sampling  to  be  a  viable  regulatory 
option  at  this  time. 

Cytology  Proficiency  Testing 

PT  for  the  specialty  of  cytology  has 
unique  requirements  and  associated 
costs.  The  key  elements  of  cytology  PT 
include: 

•  Testing  of  individuals  rather  than 
laboratories; 

•  Two  scoring  systems:  one  for  those 
who  screen  slides,  and  one  for  those 
who  review  screened  slides; 

•  Annual  testing  of  all  individuals, 
rather  than  the  three  events  per  year  per 
lab  required  for  general  PT; 

•  Retesting  of  individuals  who  fail 
cytology  PT; 

•  Mandatory  slide  rescreening  after 
the  second  failure; 

•  Screening  privileges  suspended 
after  the  third  failure. 

The  final  rule  provides  an  eighteen 
month  phase-in  period  for  enrollment  in 
a  HCFA-approved  proficiency  testing 
program.  These  requirements  are 
modeled  on  the  Maryland  State 
Cytology  Testing  Program.  Each  person 
examining  cytologic  preparations  is 
tested  on  his  or  her  ability  to  categorize 
each  slide  into  one  of  four  response 
categories.  After  an  initial  PT  failure,  an 
examinee  must  take  a  second  10-slide 
test  within  45  days.  After  a  second 
failure,  the  laboratory  must  provide 
immediate  remedial  training. 

The  second  failure  also  triggers  a 
mandatory  rescreen  of  all  subsequent 
slides  by  another  cytologist.  Failure  of 
the  third,  20-slide  test  results  in 
immediate  suspension  of  screening 


privileges.  Remedial  training  of  at  least 
35  hours  must  be  completed  before  the 
participant  can  be  retested.  Another  20- 
slide  test  must  be  passed  before 
screening  of  gynecological  slides  may 
resume. 

We  estimated  the  national  number  of 
cytotechnologists  and  cytopathologists 
by  extrapolating  Maryland  data  to  the 
national  level.  This  yielded  an  estimate 
of  7,950  cytotechnologists  and  8,690 
cytopathologists.  The  cytotechnologists 
estimate  compares  well  to  American 
Society  of  Cytotechnologists  registration 
data. 

To  estimate  the  number  and  cost  of 
slide  sets,  we  projected  Maryland 
program  data  to  the  nation  as  a  whole, 
with  the  result  that  $3,649,000  will  be 
needed  to  produce  1,950  slide  sets. 

We  next  estimated  the  cost  of 
administering  the  proficiency  tests, 
based  upon  an  average  laboratory 
volume  of  24,000  cases  a  year,  and 
employing  five  cytotechnologists. 

We  estimate  that  the  first  roimd  of 
tests  will  cost  between  $5  million  and 
$7.2  million.  In  developing  this  estimate, 
we  assumed  the  loss  of  5  hours  for  each 
person  taking  the  proficiency  test 
Hourly  wages  were  computed  at  low 
and  high  assumptions  of  $14  and  $20 
respectively  for  cytotechnologists  and 
$75  and  $110  for  cytopathologists.  In 
order  to  measure  possible  costs  of 
retesting,  we  used  a  15  percent  initial 
failure  rate  for  both  cytotechnologists 
and  cytopathologists. 

We  project  that  costs  associated  with 
taking  the  second  test,  assumed  to  be 
conducted  offsite,  will  be  between  $1.8 
million  and  $2.7  million.  In  addition,  we 
calculate  that  the  cost  to  laboratories  of 
rescreening  slides  for  the  20  work  days 
between  tests  will  be  between  $1.0  and 
$1.4  million. 

We  estimate  that  25  percent  of  those 
taking  the  second  test  will  fail  that 
exam,  and  be  required  to  take  the  third 
test.  We  calculate  that  approximately 
150  cytologists  across  the  country  will 
take  the  third  exam  each  year.  Again, 
we  assume  one  day  of  work  per 
examinee  will  be  lost,  due  to  offsite 
testing.  We  calculate  total  test  costs  for 
the  third  exam  will  be  between  $230,000 
and  $439,000.  If  an  on-site  testing  option 
is  offered  and  selected,  costs  may  be 
significantly  lower. 

Each  cytologist  who  fails  the  third  test 
will  be  required  to  take  35  hours  of 
training  to  bring  their  skills  up  to  a 
passing  level.  It  is  the  Maryland 
experience  that  a  high  proportion  of 
those  who  failed  the  test  at  one  point 
were  able  to  pass  the  next,  often  with  a 
100  percent  score. 
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Projected  Annual  Costs  of  Cytology 
PROFictENCY  Testing 


Low 

High 

Cytology  slide  sets . 

$3,690,000 

$3,690,000 

Conduct  o(  lirst  testing... 
Conduct  of  second 

5,062.000 

7,237,000 

testing . 

1,831.000 

2,675,000 

Cost  to  rescreen  for  20 

workdays - - 

1,000.000 

1.430.000 

Conduct  of  third 

testing . 

230.000 

439.000 

Loss  of  40  days—  i 

Qrtotech . 

336.000 

480.000 

Loss  of  40  d^rs— 

Cytopath . 

1.944.000 

3,888.000 

Costs  through  third 

testing . 

14.093,000 

19.839,000 

Combined  General  and  Cytology  PT 
Costs 

The  following  table  displays  the 
incremental  projected  PT  costs  of  the 
final  rule. 

Projected  Annual  Total  PT  Costs: 
General  and  Cytology 


[MHIions  of  dollars] 


Low 

assump¬ 

tion 

Interme¬ 

diate 

assump¬ 

tion 

High 

assump¬ 

tion 

Cytology  PT . 

$14 

$17 

$20 

Gerwral  PT..._ . 

325 

382 

460 

Total . 

339 

399 

480 

Proficiency  Testing  Issues. 
Approximatdy  5,700  of  the  almost  60,000 
public  comments  on  NPRM  addressed 
proposed  PT  requirements.  Many  were 
concerned  about  the  costs  of  the 
requirements,  and  the  sanctions  to  be 
levied  on  laboratories  that  failed  to  meet 
PT  requirements.  Many  who  commented 
on  the  NPRM  were  skeptical  about  the 
benefits  to  be  derived  from  the 
regulations. 

PT  had  its  inception  in  1945  as  a 
voluntary  educational  process  for 
laboratorians.  Although  the  laboratory 
industry,  the  medical  community,  and 
academia  have  not  reached  consensus 
on  the  role  of  PT  in  the  modem  clinical 
laboratory,  the  intent  of  Congress  in  this 
area  is  clear  Laboratories  must 
participate  in  PT,  and  stop  performing 
tests  in  those  areas  in  which  they  cannot 
pass  PT. 

In  contrast  to  Congressional  emphasis 
on  PT  as  the  most  important  measure  of 
laboratory  performance,  to  be  used  as 
such  in  a  national  regulatory  program 
with  sanction  authority,  many 
laboratorians  and  physicians  see  PT 


primarily  as  a  tool  for  extemally-aided 
laboratory  self-education.  The  CLIA 
mandate  for  national  proficiency  testing 
is  viewed  by  many  in  the  medical 
profession  as  an  intrusion  into  an  area 
that  the  Federal  government  has  no 
business  entering,  and  in  which  it  has 
little  expertise.  Other  views  correspond 
to  the  Congressional  opinion,  and  hold 
that  only  national  regulation,  with 
mandated  uniform  application  and 
threats  of  sanction,  can  assure  the 
improvement  and  quality  assurance 
necessary  to  safeguard  patients. 

Proficiency  testing  is  neither 
administratively  nor  scientifically 
without  flaws  or  complicating  factors. 
There  are  well  over  zjxx)  instruments 
and  systems  for  testing  analytes  listed 
in  the  Centers  for  Disease  ControTs 
Catalog  of  Instruments  and  Test 
Systems.  Some  of  these  are  manual, 
some  are  fully-automated,  and  some  are 
semi-automated.  Certain  testing 
procedures  considered  in  some  quarters 
to  be  antiquated  continue  to  yield 
results  as  meaningful  to  clinical 
decisionmaking  as  those  produced  by 
far  more  sophisticated  and  expensive 
systems.  Finding  adequate,  reliable 
means  for  providing  comprehensive  PT 
nationally  across  the  complete  spectrum 
of  testing  is  very  problematic. 

In  each  medical  specialty,  various 
tests  are  performed  in  different  contexts, 
with  differing  degrees  of  frequency,  by 
various  methodologies  and  on  many 
types  of  equipment.  Wide  ranges  in 
levels  of  accuracy  occur  for  these 
reasons,  and  are  sometimes  dependent 
on  personnel,  training  and  experience 
factors  as  well.  Accuracy  may  also  be 
greatly  affected  by  the  site  of  testing 
and  other  factors,  such  as  the  “matrix 
effect"  attributable  to  tiie  characteristics 
of  water  used  in  laboratory  applications. 

Though  the  value  of  PT  as  an  isolated 
regulatory  measure  is  debatable,  an 
approach  that  integrates  education  with 
regulation  has  been  supported  by  many 
laboratorians  and  regulators.  The 
Commonwealth  of  Pennsylvania,  for 
example,  which  sponsors  a  PT  program 
for  physician  offices  emphasizing 
education,  is  recognized  as  a  national 
leader  among  regulatory  programs  for 
in-office  labs. 

Current  PT  Participation.  Nearly 
13,000  laboratories  are  already  operating 
under  Federal  PT  requirements  as 
hospital  and  independent  laboratories 
subject  to  Medicare  and  CLIA  67 
regulations  issued  on  March  14, 1990. 
These  regulations  require  successful 
participation  in  a  quarterly,  five- 
challenge  program. 


Many  other  laboratories  are  either 
voluntarily  enrolled  in  a  PT  program  as 
part  of  their  own  quality  assurance 
efiorts,  or  as  a  result  of  State 
requirements.  While  it  is  imclear  how 
many  laboratories  fall  into  these 
categories,  evaluation  of  data  fiom  the 
American  Association  of  Bioanalysts, 
College  of  American  Pathologists,  and 
State  programs  indicate  that  perhaps  8 
to  11  percent  of  physician  office 
laboratories  in  the  country  are  currently 
enrolled  in  some  form  of  PT  program. 

CLIA 's  Impact  on  PT  Providers. 

Though  some  of  the  larger  PT  providers 
have  indicated  they  will  be  ready  to 
handle  the  increased  workload  resulting 
from  the  final  rule,  some  admit  that 
preparation  of  enough  samples, 
reagents,  test  kits  and  surveys  may 
prove  problematic  without  sufficient 
lead  time.  Industry  discussions  indicate 
that  the  time  needed  to  implement  a 
major  program  change  is  usually  a 
minimum  of  15  to  18  months.  Such  lead 
time  allows  for  proper  planning, 
effective  use  of  computer  programming 
staff,  appropriate  software  and 
hardware  purchases,  and  preparation  of 
new  materials  and  user  literature.  The 
shorter  the  lead  time,  the  higher  the 
costs. 

Changes  in  the  composition, 
packaging  and  pricing  of  proficiency  test 
kits  are  a  likely  consequence  of  the  final 
rule.  Most  PT  programs  package 
multiple,  like-specialty  test  materials 
into  ^  kits  that  generally  meet  the 
needs  of  the  majority  of  their  customers. 
A  laboratory  may,  therefore,  receive 
more  PT  materials  than  it  requires.  As  a 
result  CLIA,  there  will  be  increased 
demand  for  the  creation  of  menu-type 
order  forms,  with  which  laboratories 
can  select  specific  PT  analytes  germane 
to  their  operations.  This  would  benefit 
small  and  specialized  laboratories 
performing  only  a  few  tests.  PT  program 
representatives  note  that  such  a 
development  would  increase  PT  costs. 

For  those  specialties  that  require  a 
mix  of  tests  due  to  the  extensive  testing 
they  perform,  different  PT  requirements 
apply.  Providing  such  a  repiresentative 
mix  three  times  a  year  will  assure  the 
full  range  of  tests  for  which  proficiency 
testing  is  required  is  actually  performed. 
However,  for  small  laboratories  that 
perform  high  complexity  testing  for  a 
limited  number  of  analytes,  it  is  possible 
that  the  mix  of  tests  received  from  the 
PT  manufacturers  for  any  given  testing 
event  will  skip  tests  for  the  few 
regularly  tested  analytes.  Since  the 
ingredients  of  PT  test  materials  cannot 
be  annotated,  some  laboratories  may 
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take  tests  on  unfamiliar  analytes  before 
discovering  that  they  have  received  kits 
that  do  not  contain  samples  of  the 
analytes  they  should  be  tested  for.  Such 
laboratories  consequently  would  not  be 
tested  according  to  mandated  frequency. 
Program  testing  procedures  will  have  to 
be  able  to  detect  such  testing  outliers 
and  to  make  adjustments  in  order  to 
assure  that  no  laboratory  goes  untested. 
This  dilemma  will  not  be  easily  resolved 
unless  the  menu  or  shopping-list  PT 
approach  is  offered,  or  special  kits  are 
prepared  for  special  testing  situations. 

The  re-tooling  effort  and  costs  for 
established  PT  manufacturers  is  affected 
by  their  earlier  investment  in 
operational  changes  made  to 
accommodate  the  quarterly,  five 
challenge  requirement  of  the  March  14, 
1990  rule.  Software  was  reprogrammed, 
new  computers  were  purchased,  and 
program  materials  redesigned  and 
reprinted.  We  believe  that  this  gearing 
up  leaves  PT  providers  more  capable  of 
addressing  the  new  demand  to  result 
from  the  final  rule. 

Although  we  expect  that  there  will  be 
some  PT  expense  reductions  for 
currently  regulated  laboratories,  we  do 
not  anticipate  that  the  Hnal  rule’s  25 
percent  reduction  in  the  number  of  the 
testing  events  will  translate  into  a 
corresponding  25  percent  reduction  in 
the  PT  costs  of  currently  regulated 
laboratories. 

One  of  the  most  frequently  voiced 
complaints  about  currently  approved  PT 
programs  is  that  they  have  been  unable 
to  return  test  results  in  a  timely  fashion. 
For  PT  results  to  be  used  effectively  as 
both  an  educational  tool  and  an 
indicator  of  problems,  laboratory 
management  must  receive  results  well 
before  the  next  scheduled  testing  event. 
The  laboratory  director  must  have 
adequate  time  to  analyze  results;  to 
consult  with  technicians,  peers,  PT 
providers,  and  manufacturer 
representatives,  as  necessary,  to 
determine  the  sources  of  problems:  and 
to  initiate  remedial  training  or  other 
needed  corrective  actions.  Currently, 
many  laboratories  report  that  their  test 
results  arrive  after  they  have  started  the 
next  round  of  proficiency  testing.  The 
lessening  of  the  PT  standard  to  a  three- 
event  per  year  requirement,  in 
conjunction  with  the  phase-in  period  of 
the  final  rule,  could  help  to  alleviate  this 
situation. 

Patient  Test  Management 

The  final  rule: 

•  Requires  laboratories  to  have  and 
follow  written  policies  on  patient  record 
preparation,  specimen  collection  and 
handling,  and  referrals; 


•  Sets  test  requisition  and  specimen 
records  standards; 

•  Establishes  test  reporting 
requirements:  and 

•  Sets  test  referral  standards. 

It  is  assumed  that  all  hospitals,  all 
independent  laboratories,  and  50 
percent  of  non-waived  POLs  and  other 
laboratories  currently  meet  the 
requirements  of  the  final  rule.  The 
estimated  number  of  remaining  CLIA 
laboratories  that  will  incur  expenses  for 
these  requirements  is  displayed  in  the 
table  below. 


Projected  Number  of  Laboratories 
Incurring  Final  Rule  Patient  Test 
Management  Costs 


Low 

assump¬ 

tion 

Interme¬ 

diate 

assump¬ 

tion 

High 

assump¬ 

tion 

POLs . 

52,300 

65,000 

70,000 

Other . 

27,500 

33,500 

48,500 

Total . 

79,800 

98,500 

118,500 

Non-Recurring  Costs.  To  calculate  the 
costs  of  developing  written  policies,  we 
assume  that  each  laboratory  will  devote 
an  average  of  four  labor  hours,  at  a  cost 
of  $20  per  hour,  to  this  activity. 
Development  of  these  policies  is 
assumed  to  be  a  one-time  cost. 


Development  of  Written  Policies: 
Non-Recurring  Costs 

[Dollars  in  millions] 


Low 

assump¬ 

tion 

Interme¬ 

diate 

assump¬ 

tion 

High 

assump¬ 

tion 

POLs . 

$4.2 

$4.9 

$5.3 

Other . . . 

2.2 

2.5 

3.7 

Total . 

6.4 

7.4 

9.0 

Recurring  Costs.  We  estimate  that 
“other”  laboratories  will  incur  an 
average  of  $400  per  year  in  additional 
storage  costs  to  meet  the  final  rule 
requirements  for  storage  of  test 
requisitions,  testing  records,  and  test 
reports.  For  the  average  POL,  added 
storage  costs  are  assumed  to  be 
negligible,  as  the  existing  patient 
record/folder  is  the  usual  storage 
medium  for  test  reports. 

We  also  project  that  two  hours  per 
year,  at  $20  per  hour,  will  be  devoted  to 
updating  and  revising  written 
procedures  in  both  POLs  and  other 
laboratories. 


Projected  Annual  Recordkeeping  and 
Procedure  Revision  Costs 

[Dollars  in  millions] 


Low 

assump¬ 

tion 

Interme¬ 

diate 

assump¬ 

tion 

High 

assump¬ 

tion 

POLs . 

$1.0 

$1.2 

$1.3 

Other . 

11.4 

13.4 

19  4 

Total . 

12.4 

14.6 

20.7 

Non-Selected  Option.  In  contrast  to 
the  widespread  agreement  on  the  need 
for  written  procedures  and  manuals  in 
laboratories  employing  relatively  large 
numbers  of  workers,  there  is  a  lack  of 
consensus  on  the  need  for  such 
documents  in  small  laboratories.  In 
particular,  there  are  questions 
surrounding  the  necessity  of  written 
procedures  in  physician  office 
laboratories,  especially  when  a 
physician  is  the  only  person  involved  in 
the  testing  process.  The  costs  of  CLIA 
patient  test  management  requirements 
could  be  greatly  reduced  through  the 
exemption  of  small  laboratory 
providers,  defined  either  in  terms  of 
annual  test  volume  or  number  of 
laboratory  personnel.  However,  we 
believe  that  current  operating 
manuals — tailored  in  detail  and  scope  to 
the  needs  and  practice  of  each 
individual  laboratory — are  a  necessary 
component  of  any  laboratory  operation, 
regardless  of  size. 

Quality  Control 

The  final  rule  sets  Quality  Control 
(QC)  standards  for  laboratories 
performing  tests  of  moderate  and/or 
high  complexity.  In  accord  with 
generally  accepted  definitions,  the 
regulations  distinguish  quality 
assurance  from  quality  control.  Quality 
control  is  defined  as  “those  standards 
required  to  monitor  and  control  the 
quality  of  the  analytical  testing  process 
to  assure  the  accuracy  and  reliability  of 
the  patient  test  result,”  although  the 
final  rule  does  include  equipment  and 
facility  standards  as  part  of  quality 
control.  Quality  assurance  embraces  a 
comprehensive  view  of  the  test  process, 
including  quality  control,  patient  test 
management,  proficiency  testing,  and 
personnel  standards. 

The  rule  establishes  quality  control 
standards  in  the  following  areas: 

•  Test  methods  and  equipment. 

•  Adequacy  of  methods,  equipment, 
supplies,  and  facilities. 

•  Equipment  maintenance  and 
function  checks. 

•  Procedure  manual  contents. 

•  Validation  of  methods. 
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•  Frequency  of  quality  control. 

•  Remedial  action. 

•  Quality  control  records. 

In  addition  to  these  general  laboratory 
requirements,  the  rule  establishes 
individual  quality  control  requirements 
for  specialized  labwatory  services, 
including  cytology,  hematology, 
microbi^gy,  and  others. 

Quality  control  requirements  in  the 
NPRM  were  based  in  large  part  on  the 
regulations  for  Medicare  and  CLIA  67 
clinical  laboratories  published  on  March 
14, 1990.  The  NPRM  added  additional 
requirements  for  ventilation,  specimen 
storage,  and  power  supply,  and  eased 
requirements  for  the  quality  control  of 
electrophoresis  and  thin  layer 
chromatography.  The  NPR^  of  course, 
departed  dramatically  from  the  final  rule 
of  March  1990  in  proposing  regulations 
for  all  U.S.  laboratories  performing 
human  testing,  not  only  for  Medicare 
hospitals  and  independent  laboratories, 
or  laboratories  engaged  in  interstate 
commerce. 

We  received  about  700  comments 
opposing  the  quality  control  conditions 
of  the  NPRM.  Most  of  these  expressed 
the  opinion  that  the  burden  of  the 
proposed  requirements  would  be 
excessive  to  small  laboratories.  The 
Health  Industry  Manufacturers 
Association  (HIMA)  estimated  that 
compliance  with  NPRM  quality  control 
requirements  could  cost  a  solo 
practitioner  from  $40,000  to  $90,000  per 
year,  depending  on  the  type  of  testing 
the  physician  conducts  (HIMA,  1990). 

The  American  Society  of  internal 
Medicine  estimated  more  conservatively 
that  quality  control  requirements  would 
cost  the  average  physician  office  lab 
about  $500  per  year — about  $50  million 
for  the  physician  office  laboratory 
industry  as  a  whole  (ASIM,  1990). 

Costs  of  the  Selected  Option 

It  is  clear  from  wide  differences  in  the 
cost  estimates  developed  by  HIMA  and 
ASIM  that  varying  opinions  exist  about 
how  quality  control  provisions  in  the 
NPRM  would  affect  the  clinical 
laboratory  industry.  Difficulties  arise 
from  the  dearth  of  data  about  the 
number  of  laboratories  affected — ^what 
kinds  of  laboratories  they  are,  what 
types  of  tests  they  perform,  how  many 
tests  they  do — and  from  honest 
differences  in  interpretation  of  the  rule. 
Rapid  technological  and  marketplace 
changes  in  the  clinical  laboratory 
industry  only  exacerbate  the  difficulty 
of  estimating  the  economic  costs  of  the 
rule. 

The  final  rule  greatly  modifies  the  QC 
requirements  of  die  NPRM,  most  notably 
by  limiting  the  required  number  of 
controls  and  calibrations  that 


laboratories  must  perform,  and  allowing 
laboratories  to  follow  manufacturers’ 
protocols.  Consequently,  we  expect  the 
administrative  burden  on  small 
laboratories  to  be  vastly  reduced. 

In  order  to  estimate  the  costs  of  these 
provisions,  we  assume  that  all 
independent  and  hospital  laboratories 
already  meet  the  standards  of  the  final 
rule.  Although  some  of  these  providers 
might  adjust  their  procedures, 
particularly  documentation  protocols, 
after  implementation  of  the  rule,  we 
assume  for  the  purposes  of  this  analysis 
that  the  costs  of  these  adjustments  will 
be  negligible. 

The  remainder  of  the  laboratory 
universe  potentially  affected  by  the  final 
rule  consists  of  physician  office  and 
other  laboratories.  W'e  assume  that 
some  physician  office  laboratories 
already  comply  with  final  rule  quality 
control  standards,  and  have  estimate 
the  incremental  costs  attributed  to  labs 
who  are  currently  not  in  compliance. 
Because  we  know  little  about  currently 
non-regulated  laboratories  not  located 
in  physicians'  ofiices,  we  decided  to 
treat  them  in  the  same  way. 

There  is  a  lack  of  reliable  data  with 
which  to  construct  physician  office  QC 
estimates.  A  widely  quoted  survey  of 
family  physicians  in  Ohio  and  North 
Carolina  (Wilderman  and  Schneider, 
1986)  reported  that  about  44  percent  of 
responding  physicians  a  quality  control 
program  in  place.  Our  review  of 
physician  office  laboratory  literature 
and  discussions  with  industry  experts 
lend  credence  to  the  data  reported  in 
this  surv'ey.  We  assume,  conservatively, 
that  50  percent  of  all  physician  office 
and  other  laboratories  currently  have  in 
place  a  quality  control  protocol  rigorous 
enough  to  meet  the  standards  applied  by 
the  final  rule.  We  also  assume  that  those 
office  laboratories  that  do  have  quality 
control  in  place  substantially  satisfy  the 
requirements  of  the  final  rule.  Of  the 
remaining  50  percent  of  physician  and 
other  office  laboratories  that  do  not 
have  in  place  a  comprehensive  quality 
control  system,  we  assume  that  a 
portion  of  them  meet  some  of  the  quality 
control  requirements.  These 
assumptions  will  be  discussed  more 
explicitly  below. 

To  estimate  the  costs  of  nuining 
quality  control,  we  first  reviewed 
professional  and  technical  literature,  but 
were  imable  to  find  any  recent  studies 
of  the  cost  of  running  a  quality  control 
program.  Kenney  and  Greenberg 
reviewed  several  studies  estimating  that 
large,  commercial  laboratories  spend 
from  8  percent  to  nearly  30  percent  of 
total  operating  expenses  on  quality 
control  activities  (Kenney  and 
Greenberg,  1986),  but  we  did  not  feel 


these  estimates  were  reliable  enough  to 
use  in  our  model  Instead,  we 
constructed  two  HCFA  models  of  a 
“typicar’physician  office  laboratory. 

Based  on  stafi  experience  and  reviews 
of  sur\'eys  conducted  by  the  American 
Academy  of  Family  Physicians  and 
others,  we  divided  the  universe  of 
physician  office  and  other  laboratories 
into  two  groups.  Group  A  comprises 
those  small  physician  office  labs  that 
perform  a  very  limited  number  of  tests — 
none  requiring  sophisticated 
instrumentation.  We  estimate  that 
approximately  two-thirds  of  all 
physician  office  laboratories  subject  to 
CLiA  standards  will  fall  into  this  group. 
Group  B  comprises  those  physicians 
who  may  have  simple,  bench-top 
instrumentation  such  as  a  chemistry 
analyzer,  and  who  perform  slightly  more 
sophisticated  tests.  These  tests  may 
include  urine  pregnancy  tests, 
hematocrits,  and  blood  chemistries, 
among  others.  We  assume  that  test 
volume  is  low — less  than  25  tests  per 
day,  on  average. 


Projected  Number  oe  Laboratories 
Subject  to  QC  Costs  as  a  Result 
OF  THE  Final  Rule 


1 

Low 

assump¬ 

tion 

Interme¬ 

diate 

assump¬ 

tion 

High 

assump¬ 

tion 

0 

0 

0 

Indsependant  Labs .... 

0 

0 

0 

POU . 

52.300 

27,500 

65.000 

33.500 

70.000 

48.500 

Other . 

Total . 

79,800 

98.500 

118.500 

We  estimate  that  in  the  first  year  of 
CLIA  implementation,  die  total  costs  of 
laboratory  compliance  with  the  quality 
control  provisions  of  the  final  rule  will 
be  $600  millicn.  Of  this  total,  recurring 
costs  are  projected  to  be  $587  milli(Mi  a 
year,  and  non-recurring  costs  $13 
million. 


Projected  Annual  (Recurring)  QC 
Costs  of  the  Final  Rule 

[Millions  of  dollars] 


Low 

assump¬ 

tion 

Interme¬ 

diate 

assump¬ 

tion 

High 

assump¬ 

tion 

Hospitals . 

$18 

$20 

$23 

Independent  Labs.... 

18 

20 

23 

POLs . . . 

305 

361 

389 

Other . 

155 

186 

268 

Total . 

496 

567 

703 

The  assumptions  utilized  in  these 
costs  projections  are  outlined  below. 
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Test  Methods  and  Equipment.  We 
assume  no  signiHcant  cost  associated 
with  complying  with  this  section. 

Procedure  Manual.  Because  the  final 
rule  allows  manufacturers’  instructions 
to  be  used  in  the  procedure  manual,  we 
estimate  that  evaluating  written 
instructions  and  assembling  procedure 
protocols  for  the  small  number  of 
procedures  these  labs  perform  would 
require  4  only  hours  labor  annually,  at  a 
cost  of  $60  per  lab  per  year.  We  estimate 
the  cost  of  updating  the  documentation 
each  year  to  be  $30  per  lab,  assuming 
two  hours  per  year  per  lab. 

Method  Performance  Verification.  We 
assume  that  laboratories  will  have  to 
conduct  formal  validation  procedures, 
following  National  Committee  on 
Clinical  Laboratory  Standards  (NCCLS) 
protocols,  only  for  those  tests 
introduced  in  the  laboratory  after  the 
effective  date  of  the  final  rule.  We 
assume,  therefore,  that  the  cost  of 
complying  with  this  section  is  negligible 
in  the  first  two  years.  In  subsequent 
years,  the  cost  of  validation  studies  is 
difficult  to  estimate  because  of  the 
likelihood  of  significant  technological 
and  marketplace  changes. 

Equipment  Maintenance  and  Function 
Checks.  We  believe  laboratories  should 
already  be  following  manufacturers’ 
maintenance  recom.mendations,  and  that 
no  additional  costs  will  be  incurred  in 
complying  with  the  requirements  of  this 
section. 

Calibration,  Recalibration,  and 
Calibration  Verification.  We  assumed 
that  laboratories  will  recalibrate  at  least 
once  every  six  months,  the  minimum 
amount  prescribed  by  the  regulation, 
although  many  manufacturers  of  test 
equipment  prescribe  more  frequent 
calibration.  We  assume  that  the  cost  of 
recalibration  for  labs  performing  simple, 
non-instrumented  tests,  is  negligible.  For 
other  labs,  we  calculate  that  the  cost 
will  be  $315  per  lab  per  year  based  on 
laboratories’  performing  calibration 
twice  a  year  on  three  different  tests. 

Control  Procedures.  We  do  not  have 
data  indicating  the  portion  of 
laboratories  that  run  control  samples 
regularly.  We  assume  conservatively 
that  half  of  all  laboratories  do  not  run 
daily  controls.  W'e  estimate  that  labs 
that  conduct  simple  tests  without 
instrumentation  will  run  a  total  of  4 
quality  control  samples  daily.  We 
assume  that  the  supply  cost  for  these 
tests  is  negligible,  but  that  quality 
control  runs  will  require  one-half  hour  of 
labor  each  day.  We  assume  an  hourly 
rate  of  $15.  With  overhead  included, 
total  yearly  quality  control  cost  per  lab 
is  estimated  at  $3,000. 

We  estimate  that  labs  performing 
more  complex  tests  will  spend  nearly 


$10,000  each  per  year  to  perform  control 
procedures.  This  estimate  assumes  that 
labs  will  spend  one  hour  each  day 
performing  quality  control  on  four 
different  types  of  tests.  The  total  labor 
cost  per  day  is  about  $22,  including 
overhead:  the  remainder  of  the  daily 
cost,  about  $16,  includes  the  costs  of 
supplies. 

Remedial  Actions.  We  estimate  that 
the  costs  for  laboratories  performing 
simple,  non-instrumented  tests,  will  be 
slight.  We  estimate  that  some 
laboratories  performing  quantified  tests 
using  instruments  might  have  to  carry 
out  remedial  actions,  but  we  have  no 
reliable  way  of  estimating  the  cost 
associated  with  this  provision. 

Quality  Control  Records.  We  estimate 
that  the  cost  of  compliance  is  $50  per 
year,  per  laboratory.  We  assume  that  all 
documentation  of  quality  control  efforts 
may  be  kept  adequately  in  binders  or  in 
one  file  drawer.  This  cost  estimate 
reflects  the  cost  of  one  file  drawer 
purchased  each  year. 

Manufacturers’  Costs.  FDA  estimates 
that  manufacturers  of  clinical  laboratory 
equipment  may  choose  to  carry  out 
quality  control  validation  studies  for 
about  5,000  to  9,000  clinical  laboratory 
devices  currently  on  the  market.  In 
addition,  the  FDA  expects  that  about 
1,000  new  devices  will  be  marketed  each 
year.  Manufacturers  will  need  to 
develop  quality  control  protocols  for 
these. 

It  is  difficult  to  estimate 
manufacturers’  costs  for  developing  and 
validating  quality  control  protocols,  in 
large  part  because  manufacturers’  costs 
will  be  offset  by  market  advantages 
associated  with  having  validated  quality 
control  protocols  and  by  lower  costs  to 
laboratories  who  are  able  to  follow 
manufacturers’  instructions  rather  than 
developing  their  own. 

The  expenses  associated  with  FDA 
review  of  manufacturers’  data  and 
protocols  will  be  financed  through 
laboratory  user  fees  discussed 
previously. 

Cost  Estimates  for  Quality  Control  by 
Specialty.  We  received  about  250 
comments  on  quality  control  for 
specialties  and  subspecialties.  The 
NPRM  proposed  no  changes  of 
substance  from  the  final  rule  for 
Medicare  and  CLIA  67  laboratories 
published  on  March  14, 1990.  The  final 
rule  adopts  FDA  standards  for  testing  of 
blood  collected  for  autologous 
transfusion,  and  permits  laboratories  to 
follow  manufacturers’  quality  control 
procedures  for  many  types  of  automated 
tests. 

We  have  counted  increased  costs 
associated  with  microbiology,  routine 
chemistry,  and  hematology  in  the 


general  quality  control  costs  counted 
above,  because  of  the  small  volume  of 
tests  that  physician  office  laboratories 
perform. 

We  estimate  that  the  costs  of 
cytological  laboratory  compliance 
consist  of  the  additional  burden  of 
collecting  and  analyzing  workload  and 
case  data,  and  of  reviewing  slides  of 
pre-malignant  and  malignant  cases.  We 
estimate  the  burden  to  be  $5,000  per 
year  per  lab.  We  assume  this  to  be  a 
new  cost  for  all  laboratories. 

We  are  estimating  that  the  cost  of 
rescreening  10  percent  of  all  negative 
slides  will  be  $20  million.  Although  this 
level  of  rescreening  of  negative  slides 
appears  to  be  a  common  quality  control 
practice,  there  is  a  strong  difference  of 
opinion  among  pathologists  about  its 
merits  or  cost  effectiveness.  W'e 
therefore  cannot  assume  that 
implementing  this  condition  is  without 
economic  cost.  As  we  are  unable  to 
estimate  the  number  of  laboratories 
currently  following  this  practice,  we 
assume  this  to  be  a  new  cost  for  all 
laboratories. 

Non-Selected  Options 

A  number  of  NPRM  comments 
questioned  the  utility  of  applying  strict 
quality  control  procedures  in  physician 
offices,  arguing  that  clinical  test 
accuracy  must  be  viewed  and 
understood  in  the  larger  context  of  the 
clinical  question.  Precision  may  be  less 
useful  than  timeliness  in  some  clinical 
settings.  To  this  end,  an  emphasis  on  the 
management  of  quality  control  in  the 
context  of  the  clinical  setting  may  be 
clinically  more  useful  than  an 
application  of  strict,  QC  process 
controls. 

HCFA  and  PHS  did  not  pursue  any 
regulatory  options  that  might  be  drawn 
from  this  approach.  While  such  options 
might  be  less  costly  to  the  laboratory 
industry,  we  decided  that  to  achieve 
CLIA  objectives  regular,  documented 
QC  protocols  must  be  a  component  of 
the  integrated  quality  assurance 
program  of  the  final  rule  complexity 
model. 

Personnel  Standards 

The  final  rule  sets  standards  for 
personnel  who  direct,  supervise, 
perform,  and  assist  clinical  laboratory 
testing  and  related  activities. 

There  are  no  personnel  requirements 
for  waived  laboratories  beyond  the 
general  final  rule  requirement  that  they 
use  appropriately  qualified  individuals, 
and  adhere  to  sound  laboratory 
practices  and  applicable  Federal,  Slate, 
and  local  laws.  Laboratories  certified  to 
perform  tests  of  moderate  complexity 
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must  meet  requirements  for  the  positions 
of: 

•  Laboratory  Director. 

•  Technical  Consultant. 

•  Clinical  Consultant. 

•  Testing  Personnel. 

Laboratories  certiHed  to  perform  tests 

of  high  complexity  must  meet 
requirements  for  the  positions  of: 

•  Laboratory  Director. 

•  Technical  Supervisor. 

•  Clinical  Consultant. 

•  General  Supervisor. 

•  Cytology  General  Supervisor. 

•  Cytotechnologist. 

•  Testing  Personnel. 

Costs  of  the  Selected  Option 

We  project  the  personnel  costs  of 
CLIA  regulation  in  three  components: 
Consultant  expenses,  educational 
expenses  of  laboratory  directors,  and 
the  payroll  cost  inflation  attributable  to 
comprehensive  Federal  personnel 
standards. 

Consultant  Expenses.  In  a  major 
change  from  the  NPRM  standards,  the 
final  regulations  set  requirements  for 
technical  and  clinical  consultants. 
Laboratories  may  fulfill  these 
requirements  in  two  ways:  through  the 
assumption  of  the  consultant(s]  role(s) 
by  a  qualibed  laboratory  director,  and/ 
or  through  the  retention  of  an  external 
consultant(s). 

To  estimate  the  costs  of  consultant 
requirements,  we  assume  that  25  percent 
of  laboratories  performing  tests  of 
moderate  complexity  will  retain  paid 
consultants,  at  an  average  annual 
expense  of  $1,000  per  laboratory  per 
year.  We  assume  that  50  percent  of  all 
non-hospital,  non-independent 
laboratories  performing  tests  of  high 
complexity  will  retain  paid  consultants, 
at  an  average  annual  cost  of  $1,500  per 
laboratory  per  year. 


Consultant  Expenses 

[Dollars  in  millionsl 


Low 

assump¬ 

tion 

Interme¬ 

diate 

assump¬ 

tion 

High 

assump¬ 

tion 

POLs . 

$31.6 

$37.3 

$40.2 

Independent . 

16.4 

19.3 

27.9 

Total . 

48.0 

56.6 

68.1 

Director  Educational  Expenses.  The 
final  regulations  permit  laboratory 
directors  of  moderate  complexity 
laboratories  who  are  not  pathologists,  or 
who  do  not  have  1  year  laboratory 
director  or  supervisory  experience,  to 
fulfill  director  requirements  though  20 
credit  hours  of  continuing  medical 
education.  We  assume  that  10  percent  of 


the  directors  of  moderate  complexity 
laboratories  will  require  some  formal 
training  in  laboratory  science  to  meet 
the  requirements  of  the  Hnal  rule.  It  is 
assumed  that  the  unit  cost  of  this 
additional  training  will  be 
approximately  $1,500  per  year.  This 
assumption  is  based  on  the  average 
university  training  cost  for  4  semester- 
hours  of  instruction.  It  is  also  assumed 
that  this  cost  would  be  covered  by  the 
laboratory. 


Director  Educational  Expenses 

[Dollars  in  millions] 


Low 

assump¬ 

tion 

Interme¬ 

diate 

assump¬ 

tion 

High 

assump¬ 

tion 

POLs . 

$14.0 

$16.6 

$17.8 

Independent . 

7.3 

6.5 

12.4 

Total . 

21.3 

25.1 

30.2 

Personnel  Cost  Inflation.  We  assume 
that  the  most  significant  expense 
resulting  from  CLIA  personnel  standards 
will  be  the  general  inflation  in  employee 
salaries  and  related  costs  attributable  to 
the  tighter  labor  market  resulting  from 
comprehensive  Federal  credentialing 
and  personnel  requirements. 

In  order  to  assess  the  potential 
economic  consequences  of  payroll 
inflation,  we  constructed  a  simplified 
current  laboratory  personnel  expense 
baseline,  using  data  collected  from: 

•  The  Statistical  Abstracts  of  the 
United  States 

•  The  States  of  Pennsylvania, 
Maryland,  California,  New  York,  and 
Ohio, 

•  The  Bureau  of  Labor  Statistics, 

•  Scientific  and  professional 
literature,  and 

•  Interviews  with  laboratory 
professionals. 

We  estimate  that  the  U.S.  may 
currently  spend  somewhere  between 
$16.7  billion  and  $21.3  billion  per  year  to 
support  clinical  laboratory  personnel, 
including  expenditures  for  salaries, 
benefits,  training,  continuing  education, 
and  related  costs. 

There  is  no  clear  understanding  of  the 
inflationary  impact  of  CLIA  regulations 
upon  specific  components  or  personnel 
categories  of  this  labor  market.  We 
concluded,  therefore,  that  the  most 
useful  approach  to  estimating  this 
impact  is  to  assess  a  range  of  effects 
across  the  market  as  a  whole. 

The  table  below  projects  incremental 
CLIA  inflationary  impact  according  to 
three  assumptions  of  annual  personnel 
cost  increases:  one-half  percent,  one- 
percent.  and  two  percent. 


Personnel  Cost  Inflation 
Attributable  to  CLIA 


[Dollars  in  millions] 


Annual  inflation 
assumptions 

Personnel  costs  baseline 
assumptions 

Low: 

$16,700 

Interme¬ 

diate: 

$18,400 

High: 

$21,300 

Low:  V^%  increase... 

$83.5 

$92.0 

$106.5 

Intermediate:  IS 

increase . 

167.0 

184.0 

368.0 

High:  2%  increase ... 

334.0 

368.0 

426.0 

Total  Personnel  Costs.  We  estimate 
total  personnel  cost  increases 
attributable  to  CLIA  regulations  will 
range  from  $153  million  to  $524  million 
per  year.  The  following  table  displays 
the  combined  effects  of  consultant, 
education,  and  personnel  expense 
inflation  costs,  distributed  by  type  of 
laboratory. 


Total  CLIA  Personnel  Costs 

[Dollars  in  millions] 


Low 

assump¬ 

tion 

Interme¬ 

diate 

assump¬ 

tion 

High 

assump¬ 

tion 

Hospitals . 

$16.1 

$35.3 

$81.8 

13.7 

30.3 

701 

POU . 

75.4 

119.4 

209.7 

Independent . 

47.6 

80.6 

162.6 

Total . j 

_ i 

152.6 

265.6 

524.2 

Non-Selected  Options 

The  NPRM  Standards.  We  project 
that  the  final  rule  personnel  standards 
will  be  far  less  costly  than  the  NPRM 
standards,  but  we  have  not  estimated 
the  costs  of  the  proposed  rule. 

No  Consultants  in  Moderate  Labs. 

One  non-selected  option  would  be  to  not 
require  the  position  of  consultant  in 
laboratories  performing  only  tests  of 
moderate  complexity.  Such  an  option 
could  reduce  the  costs  of  the  final  rule 
personnel  costs  model  by  $35  million  to 
$50  million  per  year.  However,  we 
believe  that  consultant  requirements  of 
the  final  rule  will  do  much  to  address 
the  perceived  deficiencies  of  physician 
laboratory  practice,  and  to  meet 
Congressional  intent,  which  was  clearly 
concerned  with  physician  office 
laboratories. 

Personnel  Standards  in  the  Clinical 
Laboratory  Market 

Personnel  standards  are  perhaps  the 
most  controversial  feature  of  laboratory 
regulation.  CLIA  does  not  specify 
detailed  requirements  for  laboratory 
personnel.  However,  in  a  hearing  before 


7118 


Federal  Register  /  Vol.  57,  No.  40  /  Friday,  February  28,  1992  /  Rules  and  Regulations 


the  Senate  Committee  on  Labor  and 
Human  Resources  on  proposed  revisions 
to  CLIA,  the  Committee  was  forceful  in 
its  statement  of  the  need  for  detailed 
standards  for  the  various  levels  of 
personnel  employed  by  clinical 
laboratories  (Senate  Report  96-130). 

Education  and  academic  credentials 
have  been  widely  used  by  the 
laboratory  community  and  regulators  as 
a  surrogate  predictor  of  good  laboratory 
performance.  The  empirical  basis  for 
this  practice,  however,  is  mixed.  There 
is  an  economic  incentive  for  laboratory 
specialists  to  try  to  limit  the  available 
labor  pool  of  laboratory  personnel  to 
individuals  with  academic  degrees. 
Given  the  law  of  supply  and  demand,  a 
limited  labor  pool  results  in  higher 
wages  than  would  be  the  case  if  the 
supply  of  eligible  workers  included 
individuals  whose  formal  laboratory 
training  was  not  obtained  in  academic, 
degree-granting  programs.  Tight  labor 
markets,  however,  produce  undesirable 
consequences  for  clinical  laboratory 
workers  and  managers  in  the  form  of 
longer  hours  and  higher  levels  of  stress. 
This  may  be  a  particular  problem  in 
public  health  care  systems  which  may 
not  have  funds  to  raise  salaries  or 
attract  qualified  personnel. 

The  CUA  statute  avoids  reliance  on 
formal  education  and  academic 
credentials  and  requires  comprehensive 
personnel  standards  based  on 
consideration  of  competency, 
experience,  job  performance,  and 
training,  with  formal  education  being 
but  one  component  The  person  in 
charge  of  the  laboratory  must  possess 
knowledge  of  laboratory  science 
commensurate  with  the  range  and 
sophistication  of  the  testing  being 
performed,  and  be  capable  of 
maintaining  quality  services.  The 
Secretary  is  charged  with  determining 
what  specific  qualifications  are 
necessary  and  sufficient  to  satisfy  these 
objectives. 

CLIA  also  directs  that  laboratory 
standards  be  developed  with 
consideration  of  the  methodologies 
used,  the  judgement  needed,  the 
interpretation  required,  the  di^culty  of 
calculations,  quality  control 
requirements  of  the  instruments,  and 
“such  other  factors”  as  are  relevant. 
These  considerations  form  what  is 
commonly  referred  to  as  the 
“complexity  model"  of  laboratory 
regulation. 

Most  respondents  to  interviews  about 
laboratory  regulation  support  the 
concept  of  personnel  standards.  In 
general,  there  is  substantial  agreement 
that  training  of  directors,  supervisors, 
and  testing  personnel  is  an  essential 
feature  of  any  quality  assurance 


program.  However,  there  is  considerable 
disagreement  concerning  specific  levels 
and  types  of  training  and  certification 
that  should  be  required  for  each  job 
category. 

There  is  currently  a  multiplicity  of 
personnel  requirements  for  clinical 
laboratories  among  the  various  Federal. 
State,  and  private  sector  licensing, 
accreditation  and  inspection  programs. 
Common  to  these  programs  are  three 
basic  classifications  of  personnel 
employed  in  clinical  laboratories:  (1) 
Laboratory  directors,  (2)  supervisory 
personnel,  and  (3)  testing  personnel. 
Supervisory  personnel  can  be  further 
subdivided  into  general  supervisors  and 
technical  or  medical  supervisors. 

Laboratory  Director  Standards 

Governmental  and  private  sector 
quality  assurance  programs  generally 
require  that  the  laboratory  director  hold 
an  earned  doctorate  in  medicine, 
dentistry,  or  an  appropriate  scientific 
discipline.  This  is  based  on  the 
assumption  that  doctoral  level  training 
for  directors  is  the  minimum 
requirement  to  assure  quality 
performance  by  a  laboratory.  This 
assumption  has  not  been  validated 
through  carefully  controlled  studies. 

Under  current  Medicare  rules, 
services  in  hospital  laboratories  not 
accredited  by  an  agency  with  deemed 
status  must  be  under  the  supervision  of 
a  physician  with  training  and  experience 
in  clinical  laboratory  services  or  a 
laboratory  specialist  qualified  by  a 
doctoral  degree.  Director  standards 
issued  by  the  Joint  Commission  on 
Accreditation  of  Health  Care 
Organizations  (JCAHO),  an  accrediting 
agency,  are  quite  broad.  Specificity  is 
added  to  these  standards  through 
“interpretations"  which  accompany  the 
standards.  JCAHO  has  a  provision  for 
nondoctoral  directorship  of  hospital 
laboratories  under  certain  conditions 
and  allows  for  a  form  of  dual 
directorship  where  a  physician  is  the 
formal  director  but  actual  technical 
supervision  rests  with  an  employee  with 
greater  technical  knowledge  than  the 
nominal  director.  The  College  of 
American  Pathologists  (CAP)  also  sets 
broad  director  standards  and  adds 
specificity  with  interpretations  keyed  to 
the  standards.  Current  State  regulations 
also  vary. 

Physicians  and  representatives  of 
physician  organizations  generally 
support  the  requirement  that  laboratory 
directors  hold  a  doctorate.  However, 
some  pathologists  and  physicians  agree 
with  observations  by  persons  in  other 
segments  of  the  laboratory  profession 
that  the  primary  factor  in  producing  high 
quality  laboratory  results  has 


historically  been  training  and 
professional  dedication  of  the 
technologists  responsible  for  actuallv 
conducting  tests.  The  doctoral 
directorship  requirement  is  also 
challenged  by  bioanalysts  and 
technologists.  The  American 
Association  of  Bioanalysts  (AAB)  has 
maintained  a  long-standing  position  that 
a  baccalaureate  degree  is  sufficient  for 
director  and  technical  supervisor 
qualifications  under  Medicare,  and  that 
alternate  routes  to  formal  academic 
qualifications  be  incorporated  into  all 
levels  of  requirements  for  clinical 
laboratory  personnel,  from  technicians 
to  directors. 

Some  State  regulators  also  challenge 
the  doctoral  director  requirement  The 
State  of  Ohio,  for  example,  requires  a 
bachelor’s  degree  plus  five  years  of 
relevant  experience  to  qualify  a 
laboratory  director.  Kenney  and 
Greenberg  quote  one  director  of  a  State 
regulatory  agency  for  clinical 
laboratories  as  saying  that  director 
standards  are  irrelevant  and  that  the 
key  to  quality  performance  is  the 
supervisor.  The  doctoral  directorship 
requirement  continues  to  generate 
controversy,  with  the  primary  split 
tending  to  be  along  professitmal  and 
economic  lines  of  interest 

One  view  expressed  by  laboratory 
managers  is  that  medical  training, 
including  the  pathology  specialty,  and 
laboratory  scientist  training  does  not 
necessarily  prepare  a  person  to  direct  a 
laboratory,  because  the  roles  of 
laboratory  directors  are  so  varied.  There 
does  not  appear  to  be  any  generally 
agreed  upon  definition  of  laboratory 
direction.  However,  at  least  three 
components  of  laboratory  directorship 
skills  have  been  identified:  (1)  Technical 
knowledge,  (2)  medical  knowledge  and 
training,  and  (3)  management  knowledge 
and  skill.  Some  laboratorians  view 
laboratory  directorship  as  an 
inseparable  part  of  the  practice  of 
medicine,  while  others  see  the 
management  function  as  the  key  to 
defining  needed  laboratory  director 
skills. 

An  intermediate  position  is  that 
laboratories  in  large  health 
organizations  should  be  directed  or 
managed  by  persons  with  M.D.  or  Ph.D. 
degrees.  The  rationale  for  this  argument 
is  Uiat  the  prestige  that  these  doctoral 
degrees  confer  is  necessary  to  assure 
effective  planning  and  coordination,  but 
that  direct  supervision  of  operations  can 
be  placed  in  the  hands  of  persons  with 
B.S.  or  M.S.  degrees.  There  is  little 
disagreement  that  laboratory  directors 
need  a  substantial  level  of  technical 
training  as  a  minimum  base  for  directing 
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laboratories,  but  there  is  no  widespread 
agreement  regarding  the  specific 
minimum  technical  training  required 
(Sheinbach,  1977). 

Supervisor  Standards 

The  need  for  highly  trained  and. 
professionally  dedicated  laboratory 
supervisors  and  technical  personnel 
below  the  director  level  is  widely 
acknowledged  in  the  literature.  In 
general,  both  certiHed  technologists  and 
doctoral  scientists  with  relevant 
experience  are  identiOed  as  appropriate 
persons  to  supervise  clinical 
laboratories.  The  traditional  importance 
of  trained  medical  technologists  in 
assuring  laboratory  quality,  either  in 
their  roles  as  formal  supervisors  or  as 
bench  workers  are  recognized  not  only 
by  technologists  and  representatives  of 
technologists'  associations  but  also  by 
pathologists,  other  physicians,  and  State 
and  Federal  regulators  (Carlson,  1982). 

There  is  substantial  variation  among 
clinical  laboratory  regulatory  programs 
in  the  level  of  detail  of  requirements  for 
personnel  below  the  director  level.  In 
general,  agencies  such  as  JCAHO  and 
CAP  have  broad,  nonspecific  standards 
for  supervisory  personnel  in  hospital 
laboratories,  placing  responsibility  for 
setting  detailed  personnel  standards 
within  each  laboratory  with  the 
laboratory  director. 

Medicare  has  set  personnel  standards 
for  independent  laboratories  and 
included  detailed  requirements  for 
technical  and  general  supervisors, 
provisions  for  supervision  of  emergency 
procedures  after  normal  working  hours, 
and  detailed  descriptions  of  the  duties 
and  qualification  of  technologists, 
cytotechnologists,  and  technicians.  In 
contrast  to  Medicare  standards,  CUA  67 
imposed  one  set  of  personnel 
requirements  on  all  laboratories  falling 
under  its  jmsdiction  whether  they  are 
in  hospitals  or  in  the  independent 
setting. 

The  issue  of  the  amount  of  time  a 
supervisor  spends  on  site  raises  the 
general  question  of  the  various  levels  of 
technical  supervision  needed  to  assure 
acceptable  laboratory  performance.  A 
study  of  physician  office  laboratories 
conducted  by  Crawley,  et  al.  in  Idaho 
suggests  that  supervision  of  the 
laboratory  was  the  responsibility  of 
either  a  nurse,  medical  technologist,  or 
an  individual  without  formal  laboratory 
training  (Crawley,  et.  al.,  1986).  Similar 
findings  are  common  in  the  literature 
(Grayson,  1984;  McKenzie,  et.  al.,  1985; 
Gleich  and  Rose,  1973). 

Testing  Personnel  Standards 

There  also  has  been  substantial 
variation  among  regulatory  programs  in 


the  level  of  detail  of  requirements  for 
personnel  below  the  director  and 
supervisory  levels.  In  general,  the 
voluntary  agencies  have  broad 
nonspeciHc  standards  for  technical 
personnel  in  hospital  laboratories, 
placing  responsibility  for  setting 
detailed  personnel  standards  within 
each  laboratory  with  the  laboratory 
director. 

This  perspective  was  reflected  in 
previously  detailed  standards  for 
Medicare  providers  for  nondirector 
levels  in  independent  laboratories, 
including  requirements  regarding  the  ' 
number  of  semester  hours  of  university 
coursework  in  organic  chemistry, 
biology,  and  mathematics  that  a 
technologist  or  technician  must  have 
completed  before  qualifying  for  work  in 
a  Medicare  laboratory.  The  option  of 
passing  an  HHS-approved  proHciency 
examination  was  another  alternate 
route  toward  qualification.  In  contrast  to 
Medicare  standards,  CUA  67  did  not 
regulate  testing  personnel.  There  have 
been  no  distinctions  between  hospital 
and  independent  laboratory  personnel 
standards  under  CUA  67. 

Among  the  States,  there  is 
considerable  variation  in  personnel 
standards  for  supervisors,  technologists, 
technicians,  and  other  laboratory 
employment  categories.  Most  States  do 
not  recognize  certiHcation  provided  by 
other  States.  Laboratory  personnel 
certified  as  technologists  or  supervisors 
in  one  State  may  be  prohibited  from 
working  at  comparable  jobs  in  other 
States  because  they  are  unable  to 
qualify  for  equivalent  certification. 
California  requires  licensure  and  sets 
examination  requirements  for  fully 
licensed  clinical  laboratory 
technologists,  limited  to  specific 
specialties  and  speciHc  trainees.  Its 
regulations  also  specify  activities  in 
which  unlicensed  personnel  may 
engage.  On  the  other  hand, 

Pennsylvania  sets  no  specibc 
qualifications  for  clinical  laboratory 
technologists.  Laboratory  directors  are 
responsible  for  determining  the 
qualifications  of  personnel  below  the 
technologist  level. 

Empirical  Data  on  the  Personnel 
Environment 

Most  professional  laboratorians  can 
agree  with  general  Statements  regarding 
the  roles  of  technical  laboratory 
personnel.  However,  there  is  a  growing 
understanding  that  the  traditional 
division  of  labor  in  clinical  laboratories 
requires  some  study  and  adjustment  as 
a  result  of  advances  in  laboratory 
medicine  and  technology. 

In  an  extensive  article  by  Gaumer 
reviewing  the  empirical  literature  on  the 


topic  of  regulating  health  professionals, 
evidence  supports  the  conclusion  that 
credentialing  does  not  reflect  a  link 
between  educational  experience  and 
subsequent  on-the-job  performance. 
According  to  Gaumer.  these  credentials 
simply  certify  the  ability  of  the  entry- 
level  worker  to  become  competent 
(Gaumer.  1984). 

If  Donabedian's  classic  typology  of 
structure,  process,  and  outcome  is 
applied  to  clinical  laboratory  quality 
assiu-ance,  one  element  of  ‘‘structure’* 
could  be  denned  as  the  credentialing  or 
licensing  of  laboratory  personnel  and 
the  educational  and  experience  levels 
required  for  such  certification.  In 
addition,  a  definition  of  structure  must 
include  specifications  of  certain 
physical  aspects  of  the  laboratory,  its 
equipment,  and  who  can  operate  it. 

In  an  empirical  study  designed  by 
Peddecord  and  Taylor  to  analyze 
descriptive  relationships  between 
laboratory  performance  and  structural 
variables  (education,  training, 
experience,  professional  certification, 
and  work  patterns  of  directors  in 
interstate  laboratories),  few  statistically 
signiHcant  relationships  were  found 
(Peddecord  and  Taylor,  Undated). 
Peddecord  asserts  that  clinical 
laboratories  should  be  viewed  as  a 
cluster  of  unique  smaller  laboratories 
unified  under  one  management  system 
and  implies  that  specific  regulation  for 
one  specialty  area  may  not  be 
appropriate  for  other  specialty  areas. 

According  to  Peddecord,  “the  best 
empirically  supported  strategy  for 
improving  performance  is  specialization 
of  both  supervisors  and  technical 
personnel,  by  reducing  the  number  of 
specialty  areas  in  which  technical 
personnel  work  or  supervise.” 

Peddecord  also  argued  that  the  results 
of  this  study  reinforce  the  value  of 
regulation  of  clinical  laboratories 
(Peddecord.  unpublished).  Various 
studies  were  conducted  by  Kenney  in 
the  State  of  California,  suggesting  that  a 
doctorate  is  not  a  necessary  condition  to 
assure  acceptable  laboratory 
performance  (Kenney.  1981).  In  fact, 
regulated,  non-doctoral  directed  full- 
service  laboratories  consistently 
performed  at  higher  levels  than 
unregulated  laboratories  in  physicians' 
offices.  This  offered  tentative  evidence 
that  regulatory  systems  are  effective  in 
assuring  minimum  levels  of  laboratory 
performance  and,  therefore,  in  providing 
presumptive  public  health  protection. 
There  is  a  widely  held  but  previously 
untested  belief  that  the  quality  of  work 
in  laboratories  is  in  part  a  function  of 
the  scope  of  services  offered  by  the 
laboratories.  This  belief  holds  that 
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laboratories  providing  a  broader  range 
of  services  will  be  forced  to  hire  more 
highly  trained  and  experienced 
personnel  than  laboratories  providing 
limited  services  and  that  they  will  be 
able  to  afford  (and  will  therefore  use) 
more  sophisticated,  reliable  testing 
equipment  and  methods. 

A  follow-up  study  conducted  by 
Kenney  and  Greenberg  found  that  there 
was  often  a  statistically  significant 
relationship  between  the  scope  of 
services  provided  and  laboratory 
performance.  This  relationship  was  most 
visible  in  unregulated  laboratories. 
Kenney  and  Greenberg  also  found  that 
there  was  no  pattern  of  statistically 
signiHcant  differences  in  performance 
between  full-service  regulated  hospital 
laboratories  and  full-service  regulated 
non-doctoral  directed  independent 
laboratories.  Schaeffer  has  conducted 
<;upporting  studies  (Schaeffer,  et  al., 
1967). 

This  limited  evidence  suggests  that  it 
is  quite  possible  that  the  JCAHO  and 
CAP  approach  to  setting  non-specific 
personnel  standards  for  employees 
helow  the  director  level  is  appropriate. 
Results  of  this  study  also  imply  that  the 
non-doctoral  directed  regulated 
independent  laboratories  performed  at  a 
somewhat  higher  level  than  unregulated 
physicians’  office  laboratories  when 
compared  to  laboratories  offering  a 
similar  scope  of  services.  Two 
conclusions  may  be  drawn  from  this 
comparison:  (1)  A  doctorate  is  not 
necessary  to  assure  laboratory 
performance,  and  (2)  regulated 
laboratories  perform  at  higher  levels 
than  unregulated  laboratories. 

Credentialing  and  Economic  Effects 

Entry  level  competence,  or  evidence 
indicating  that  workers  have  the 
necessary  minimum  training  and/or 
experience  to  allow  them  to  begin 
performing  at  a  specified  level,  is  at  the 


core  of  professional,  economic,  and 
political  controversy  regarding 
personnel  standards.  Credentialing  or 
certification  of  laboratory  personnel  is 
the  method  traditionally  used  to  certify 
entry  level  competence  for  various 
levels  of  the  workforce. 

The  primary  public  justification  for 
private  and  governmental  credentialing 
or  certification  requirements  in  clinical 
laboratories  is  to  assure  professional 
competence  and  laboratory  quality. 
Social  and  economic  considerations 
must  include  the  fact  that  a  natural 
result  of  personnel  regulation  is 
restricted  entry  into  professions.  These 
barriers  to  entry  artihcially  sustain 
wage  rates  at  a  level  higher  than  the 
market  equilibrium  rate.  In  addition, 
there  are  a  number  of  indirect  costs 
associated  with  personnel  regulation. 
These  indirect  costs  include  higher 
training  requirements,  more  rigid 
standards,  and  lower  occupational 
mobility. 

While  licensure  and  personnel 
standards  theoretically  may  benefit  the 
public,  their  critics  note  that  these  laws 
also  strengthen  professional  control  and, 
by  reducing  competition,  produce  extra 
economic  benefits  for  the  occupations 
involved.  The  critics  also  point  out  that 
where  serious  quality  problems  exist, 
alternative  solutions  may  exist  for 
dealing  with  them.  Instead  of  regulating 
the  practitioners,  for  instance,  it  may  be 
more  efficient  to  monitor  the  quality  of 
services  they  provide. 

Inspections 

GLIA  requires  the  Secretary  to 
conduct  inspections  of  laboratories  to 
determine  compliance  with  applicable 
requirements.  Inspections  are  to  be 
conducted  on  a  biennial  basis,  or  with 
such  other  frequency  as  the  Secretary 
determines  to  be  necessary. 

The  final  rule  includes  requirements 
for  inspections  of  laboratories  issued  a 


certificate  of  waiver.  HCFA  will  conduct 
inspections  of  laboratories  issued  a 
certificate  of  waiver  in  order  to 
determine  that  such  laboratories  are 
performing  only  waived  tests,  to 
investigate  complaints,  to  determine  that 
laboratory  testing  is  being  performed  in 
an  acceptable  manner,  and  to  collect 
information  for  use  in  on-going 
evaluations  of  the  listing  of  waived 
tests.  HCFA  plans  to  annually  conduct 
such  inspections  on  a  5  percent  sample 
of  waived  laboratories. 

We  will  also  conduct  inspections  of 
laboratories  not  issued  a  certificate  of 
waiver.  HCFA  will  inspect,  on  a  biennial 
basis,  all  non-accredited,  non-State- 
exempt  laboratories  performing  tests  of 
moderate  and/or  high  complexity.  In 
addition,  HCFA  plans  to  annually 
inspect  a  5  percent  sample  of 
laboratories  accredited  by  HCFA- 
approved  accrediting  bodies,  and  a  5 
percent  sample  of  State-exempt 
laboratories. 

Costs  of  the  Final  Rule 

The  costs  of  conducting  inspections 
will  be  paid  by  fees  assessed  under  the 
authority  of  subsection  (m)  of  CLIA. 
Laboratories  performing  moderate  and/ 
or  high  complexity  tests  will  pay 
biennial  compliance  fees  according  to 
an  eleven  category  fee  schedule  based 
on  laboratory  annual  test  volume  and 
number  of  specialties.  These  fees  will 
range  from  $300  for  a  laboratory  of  very 
small  volume,  to  fees  in  excess  of  $3,000 
for  laboratories  performing  more  than 
one  million  tests  per  year. 

We  assume  that  the  annual  costs  of 
conducting  inspections  will  equal  the 
annualized  level  of  projected  biennial 
fee  collections.  It  assumes  no  accredited 
or  State-exempt  status.  The  following 
table  presents  current  HCFA  projections 
of  compliance  determination  fee 
collections. 


Annuauzed  Projected  Compliance  Determination  Fee  Collections 


[Dollars  in  miilionsl 


Low 

assumption 

Intermediate 

assumption 

High 

!  assurnption 

$7 

$7 

1 

$7 

5 

5 

5 

73 

86 

92 

Othrtr 

31 

37 

53 

Total . . . . . . . 

$116 

$135 

$157 

In  addition  to  HCFA  costs,  it  is 
assumed  that  inspected  laboratories  will 
also  incur  costs  as  a  result  of 
inspections,  including  costs  attributable 
to  devoting  staff  time  to  the  inspections. 


primarily  laboratory  director  hours 
spent  with  HHS  surveyors. 

Non-Selected  Options.  The 
compliance  fees  discussed  above  reflect 
HCFA  projections  of  the  number  of 


hours  required  to  perform  complete 
inspections  for  CLIA  requirements, 
based  on  a  provision-by-provision 
review  of  final  rule  standards  by  a  panel 
of  experienced  State  and  Federal 
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laboratory  surveyors  and  supervisors. 
One  alternative  to  this  selected 
approach  would  be  to  arbitrarily  limit 
the  number  of  hours  to  be  devoted  to 
each  survey,  and  structure  user  fees 
accordingly.  Using  such  a  target 
approach,  rather  than  the  zero-based 
approach  of  the  selected  option,  we 
could  have  set  fees  at  a  reduced  level — 
for  example,  one-half  of  the  current  fees. 
In  such  a  scenario,  the  costs  of  CLIA 
inspections  could  be  one-half  of  the 
current  projections.  This  approach, 
however,  would  limit  our  ability  to  fulfill 
our  statutory  mandate  to  survey  each 
laboratory  for  compliance  with  CLIA 
requirements. 

Laboratory  Review  and  Analysis  of 
Final  Rule  Requirements 

Entities  subject  to  CUA  will  incur 
signihcant  e}q)ense  in  reading  and 
analyzing  pertinent  sections  of  CLIA 
regulations.  To  ease  this  burden,  HHS 
will  provide  educational  and 
informational  materials  to  laboratories. 
We  estimate  that  the  average  laboratory 
performing  only  waived  tests  will 
devote  2  hours  of  laboratory  director 
time  to  reading  and  analyzing  CUA 
materials,  and  that  each  moderate  and 
high  complexity  laboratory  will  expend 
an  average  of  8  laboratory  director 
hours.  This  will  result  in  national  non¬ 
recurring  costs  ranging  from  $61  million 
to  $81  million  dollars. 

Benefits  of  the  F^al  Rule 

In  attempting  to  assess  the  potential 
beneHts  of  CUA  regulation,  it  is  first 
necessary  to  define  the  expectations  of 
the  statute.  The  House  Energy  and 
Commerce  Committee  report  on  CUA 
presents  the  logic  of  the  legislation's 
framers: 

•  Accurate  and  reliable  testing  is  vital 
to  the  public  health  of  all  Americans; 

•  Current  regulatory  standards  and 
procedures  fail  to  protect  public  health 
and  welfare  and  fail  to  eliminate 
burdens  on  interstate  commerce:  and 

•  Federal  regulation  is  reasonable 
and  appropriate  to  promote  public 
health  and  welfare  and  to  protect 
interstate  commerce. 

The  committee  report  further  suggests 
that  “patients  expect  such  tests  to  be 
done  properly  and  rely  heavily  on  others 
to  make  sure  that  is  the  case.  Patients 
assume,  quite  reasonably,  that  their 
interests  and  the  public  health  are  being 
protected  by  appropriate  governmental 
agencies.” 

Projecting  the  potential  public  health 
benefits  of  CLIA  is  not  a  simple  task. 
Kenney  and  Greenberg,  in  a  1986  report 
to  HHS  on  the  issues  surrounding 
regulation  of  clinical  laboratories, 
address  one  of  the  key  hurdles  of  this 


undertaking,  which  is  deHnitional. 
“Statements  linking  legislation 
regulating  clinical  laboratories  to  the 
protection  of  public  health  are  common 
•  *  *  .  However,  public  health  in  the 
clinical  laboratory  context  is  an 
undefined  term."  Quality,  they  argue,  is 
measured  “operationally”  by  accuracy 
and  precision  through  proficiency 
testing  and  quality  control  programs. 

There  are  three  broadly-recognized 
dimensions  to  health  care:  quality, 
access,  and  cost.  In  discussing  the 
beneHts  of  laboratory  regulation  in 
terms  of  improvement  of  testing  quality, 
there  is  widespread  agreement  that 
quality  must  be  balanced  with 
preservation  of  access  to  lab  services, 
as  brought  home  by  public  comments  to 
the  NPRM. 

Assigning  an  economic  value  to 
CLIA's  attempt  to  protect  the  public 
health  through  laboratory  regulation  is 
problematic,  at  best.  We  broadly 
searched  available  literature  for  cost- 
benefit,  cost-effectiveness,  or  other 
potentially  useful  studies  of  laboratory 
regulatory  or  health  improvement 
programs.  There  is  little  scholarship  and 
research  on  the  subject.  In  our  analysis, 
we  used  the  relatively  few  studies 
available,  but  these  generally  are 
applicable  to  isolated  topics,  and  not  to 
a  comprehensive  regulatory  program. 
Moreover,  there  exists  no  irrefutable 
evidence  demonstrating  that  the 
performance  of  clinical  laboratories,  or 
public  health  status,  will  improve 
tangibly  under  regulation.  Nonetheless, 
the  majority  of  scholarly  opinion  and 
available  research  suggests  benefits  will 
be  derived  through  Federal  regulation. 

Any  attempt  to  quantify  the  benefits 
of  an  unimplemented,  major  public 
health  program  is  inherently  highly 
speculative.  This  analysis  relies  upon 
two,  separate  quantitative  methods  to 
project  the  potential  benefits  of  the  final 
rule: 

•  A  willingness-to-pay  projection, 
using  a  technique  employed  by 
economists  to  estimate  the  benefits  of 
programs  with  ill-defined  impact,  and 

•  A  projection  of  national  health  care 
expenditure  cost  avoidance  resulting 
from  early  intervention  and  reductions 
of  unnecessary  treatments. 

While  both  of  these  analytic  methods 
have  shortcomings,  we  concluded  that 
they  are  the  most  useful  approaches  to 
the  problem  at  hand.  The  presentation 
of  two,  discrete  projections  is  our 
response  to  the  unreliability  of  any  one 
approach. 

Economic  Rationale  for  Federal 
Intervention 

The  HHS  Handbook  on  Developing 
Low  Burden  and  Low  Cost  Regulatory 


Proposals  presents  a  basic  guide  to  the 
requirements  for  assessing  regulatory 
impact.  Among  the  issues  which  merit 
consideration  in  analysis  is  the  need  for 
“emphasizing  private  market  forces 
whenever  feasible."  Additionally,  the 
Regulatory  Program  of  the  United  States 
Government  1990-91  specifies  that 
agencies  must  evaluate  the  existence  of 
a  “market  failure”  as  a  necessary 
prerequisite  for  Federal  intervention. 

There  are  four  basic  reasons  that  a 
competitive  market  may  fail:  incomplete 
information,  market  power, 
externalities,  and  public  goods.  The 
perceived  failure  of  the  clinical 
laboratory  market  may  be  attributed,  in 
varying  degrees,  to  all  four  of  these 
reasons. 

Incomplete  Information.  The  suppliers 
of  laboratory  tests  have  vastly  better 
information  and  understanding  about 
the  quality  of  and  need  for  clinical  tests 
than  patients  do.  This  type  of  situation, 
which  economists  refer  to  as 
asymmetric  information,  often  leads  to 
market  failure.  More  broadly,  some 
degree  of  market  failure  is  inherent  in 
the  entire  health  care  industry,  where 
consumers  generally  are  relatively 
uninformed,  and  reliant  upon  the  actions 
of  suppliers  of  goods  and  services. 

Market  Power.  Market  power  may  be 
defined  as  the  control  a  firm  has  over 
price  and  production  decisions  in  a 
market.  Crane  raises  the  specter  of 
market  power  as  a  reason  for  the  failure 
of  the  clinical  laboratory  market.  The 
monopolistic  positions  of  physicians  as 
primary  test-orderers  in  this  market 
gives  them  market  power.  This  market 
power  in  turn  leads  to  inefficiencies  in 
quantity  (number  of  tests)  and  price  in 
the  physician  segment  of  the  supply  side 
of  the  market. 

Externalities.  An  externality  affects 
individuals  or  entities  beyond  those 
willingly  involved  in  a  market 
transaction.  Negative  externalities  that 
affect  consumers  who  are  not  direct 
participants  in  the  clinical  laboratory 
market  predate  CLIA.  By  largely 
avoiding  regulation  of  the  physician 
segment  of  suppliers  in  this  market, 
regulatory  agencies  contributed  to 
presence  of  unnecessary  quantities  of 
tests  and  of  inflated  test  prices.  All 
consumers  have  borne  the  brunt  of  the 
costs  of  this  inefficiency,  while 
physician-suppliers  have  reaped  the 
benehts.  Therefore,  these  private  costs 
have  not  been  in  balance  with  the  social 
optimum  for  production. 

Public  Goods.  Federal  regulation  of 
laboratories  is  non-exclusive.  That  is, 
there  is  no  way  to  provide  this  service, 
as  with  other  services  like  national 
defense,  to  the  public  without 
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potentially  benefitting  everyone.  As 
such,  lab  regulation  may  be  called  a 
public  good. 

In  theory,  “the  efficient  level  of 
provision  of  a  public  good  is  determined 
by  comparing  the  marginal  beneht  of  an 
additional  unit  to  the  marginal  cost  of 
producing  the  unit”  (Pindyck  and 
Rubinfield,  1989).  While  there  are 
Congressional  statements  and  media 
presentations  of  recognized  need,  there 
is  a  deHcit  of  studies  of  consumer 
demand  for  laboratory  regulation. 

Projected  Public  Health  Benefits: 
Willingness-  To-Pay 

Many  different  policy  analysis  tools 
and  techniques  have  been  used  by 
Federal  agencies  to  project  and  evaluate 
programmatic  impact  that  is  ill-defined 
or  difHcult  to  measure.  In  the  health 
arena,  efforts  to  measure  improvements 
based  on  equivalent  measurements  for 
the  value  of  life  have  been  used  widely. 
Some  health  policy  analysts  have  noted 
the  use  of  the  Discoimted  Future 
Earnings  (DFE)  method,  which  uses  life- 
expectancy  and  future  earnings 
expectations  discounted  to  present 
value,  by  the  Department  of  Health, 
Education  and  Welfare  in  the  1960s. 

This  method,  and  other  comparable 
approaches,  have  been  employed  by 
many  governmental  agencies  since  that 
time. 

The  willingness-to-pay  (WTP)  method 
holds  more  promise  for  evaluating  CLIA 
regulation.  In  such  an  analysis, 
individuals  would  be  asked  to  make  an 
informed  judgment  about  how  much 
they  were  willing  to  pay  to  avoid  risk  of 
illness  or  death.  There  are,  of  course, 
considerable  limits  inherent  in  this 
approach.  With  these  limitations  in 
mind,  this  analysis  uses  a  WTP  model  to 
project,  in  dollar  terms,  a  range  of 
potential  valuation  of  CLIA  regulation. 
When  considering  this  model,  it  is 
important  to  note  that  assuming 
consumers  would  value  a  potential 
reduction  in  health  risks  is  not  the  same 
as  asserting  these  risks  will  be 
measurably  reduced  by  the 
implementation  of  CLIA. 

For  this  model,  the  number  of  total 
potential  consumers  of  regulated 
laboratory  tests  is  assumed  to  equal  the 
number  of  U.S.  households  or  families. 
Families,  instead  of  individuals,  are 
selected  since  one  member  of  a  family 
usually  makes  health  care  decisions  for 
the  entire  unit.  Moreover,  the  structure 
of  most  insurance  options  encourages 
consideration  of  health  care 
consumption  according  to  number  of 
families  rather  than  individuals. 

However,  families  below  the  poverty 
line  are  unlikely  to  have  discretionary 


monies  to  spend  on  improvement  of  the 
quality  of  their  health  care.  Nonetheless: 

One  can  grant  *  *  *  that  the  poor  should 
be  assured  a  certain  minimum  standard  of 
safety  and  medical  care,  even  if  their  income 
is  so  low  that  they  would  not  willingly  use 
their  money  to  purchase  such  services  *  *  *. 
[Some  economists  believe]  that  if  the  general 
public  is  upset  because  the  poor  are  deprived 
of  a  minimum  level  of  life-saving 
expenditures,  then  government  programs  that 
spend  more  than  the  poor  would  be  willing  to 
pay  are  indeed  justified — not  by  any  principle 
beyond  welfare  economics,  but  simply 
because  of  the  external  or  spillover  benefits 
to  the  non-poor  of  life-saving  expenditures  for 
the  poor  (Rhoads,  1986). 

Assuming  this  argument  is  acceptable, 
the  number  of  families  near  the  poverty 
level  could  be  subtracted  from  the  total 
number  of  families  to  obtain  a  more 
meaningful  WTP  model. 

According  to  1990  Census  data,  the 
total  number  of  families  in  the  United 
States  is  65,133,000.  Given  the  current 
poverty  line  of  $10,563  for  a  family  of 
four,  families  making  $14,999  or  less 
were  subtracted  from  the  total  number 
of  families.  This  computation  yields  a 
net  approximation  of  51,601,000  families 
with  the  means  to  contribute  to  the  costs 
of  Federal  regulation  of  laboratory 
testing.  Ideally,  a  sample  of  non-poor 
families  would  be  asked  how  much  they 
would  be  willing  to  pay  for  a  Federal 
regulatory  program  that  would  improve, 
to  some  unknown  degree,  the  accuracy 
of  medical  testing  in  America.  Such  a 
sample  is  beyond  the  scope  of  this 
analysis.  Instead,  HCFA  has  projected  a 
potential  range  of  willingness-to-pay 
responses. 

To  this  end,  we  assume  that  estimates 
of  consumer  responses  may  be  obtained 
by  expressing  willingness-to-pay  options 
as  incremental  percentage  increases  to 
current  household  spending  levels  for 
clinical  laboratory  services.  In  order  to 
estimate  current  spending  for  laboratory 
testing,  HCFA  determined  the 
percentage  of  the  U.S.  median  family 
income  directed  to  spending  on  personal 
health  care.  To  this  amount,  we  applied 
the  proportion  of  the  U.S.  health  care 
dollar  spent  on  laboratory  services. 


Estimated  U.S.  Spending  for 
Laboratory  Services  Per  Household 


1988  Median  Family  Income . 

$30,853 

13.7% 

Spending  on  Health  Care,  Percent . 

Spending  on  Health  Care,  Dollars . 

$4,227 

4.5% 

Spending  on  Lab  Tests,  Percent . 

$190 

$221 

Sources:  Bureau  of  Census  and  American  College 
of  Surgeons 


The  willingness-to-pay  model  uses  a 
range  of  possible  responses  to  the 


hypothetical  question:  “If  the  average 
American  family  currently  spends  about 
$221  per  year  on  medical  lab  tests,  how 
much  more  would  your  family  be  willing 
to  spend  per  year  for  Federal  regulations 
intended  to  improve  the  accuracy  and 
accountability  of  laboratories — and 
thereby  perhaps  to  reduce  your  family's 
medical  risk?” 

Our  model  assumes  that,  in  response 
to  this  hypothetical  question, 
households  may  be  willing  to  pay 
anywhere  from  5  percent  to  25  percent 
more  for  laboratory  services.  This  would 
result  in  valuations  of  the  benefits  of  the 
potential  risk  reduction  ranging  from 
$570  million  to  $2.8  billion  per  year. 


Willingness-To-Pay  Projections 


5  percent  more 

10  percent  more 

25  percent 
more 

$2.8  billion. 

This  wide  range  of  WTP  projections 
presents  one  valuation  of  the  CLIA 
regulatory  program.  There  are  many 
obvious  shortcomings  to  this  approach, 
including  the  previously-discussed  fact 
that  American  families  are  not  educated 
consumers  of  clinical  laboratory  tests. 
Nonetheless,  they  are  directly  or 
indirectly  the  purchasers  of  services, 
and  their  willingness  to  pay  has  utility 
in  assessing  the  value  of  a  program  that 
will  increase  their  purchasing  costs.  For 
all  its  weakness,  WTP  is  a  useful  tool, 
and  “when  we  are  dealing  with  small 
changes  in  small  risks  of  death,  most 
economists  would  support  a  WTP 
criterion”  (Rhoads,  1986). 

Projected  Public  Health  Benefits:  Cost 
Avoidance 

As  an  alternative  approach  to 
assessing  the  benehts  of  CLIA 
implementation,  we  explored  potential 
national  health  care  cost  avoidance  in 
three  areas: 

•  Malpractice  and  Defensive 
Medicine 

•  False  Positives 

•  False  Negatives 

Malpractice  Ramifications.  While  the 
threat  of  malpractice  suits  is  to  some 
degree  a  deterrent  to  provision  of  poor 
quality  care,  it  also  encourages 
“defensive  medicine,”  which  places  the 
burden  of  an  accelerating  number  of 
laboratory  tests,  with  their 
accompanying  costs  and  inconvenience, 
primarily  on  consumers.  On  the  other 
hand,  running  an  ofHce  laboratory 
increases  physician  risks  of  incurring 
malpractice  claims.  This  increased  risk 
may  reduce  incentives  for  physicians  to 
conduct  tests  in  their  own  laboratories. 
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Physician  reaction  to  perceived 
malpractice  risks  increases  consumer 
costs  while  also  having  adverse  effects 
on  access. 

Crane  notes  that  ^‘malpractice  is  not 
often  considered  a  quality  assurance  or 
regulatory  mechanism,  but  its  effect  may 
be  equal  to  or  greater  than  that  of  other 
more  explicit  regulatory  systems  owing 
to  the  potential  penalties  involved  for 
providers”  (Crane,  1987). 

Could  comprehensive  Federal 
regulation  of  laboratories  lessen  the 
quasi-regulatory  pressure  of  malpractice 
actions?  Some  analysts  think  yes. 
particulariy  in  unregulated  portions  of 
the  market.  Some  argue  that  external 
quality  assurance  could  reduce  liability 
risks.  One  approach  to  quantification  of 
such  benefits  is  to  project  the  reduction 
of  costs  attributable  to  regulations  that 
increase  accuracy  in  laboratory 
performance. 

Wliile  attempting  this  analysis,  no 
data  could  be  located  that  document 
malpractice  award  dollars  precisely 
attributable  to  laboratory  errors.  A 1984 
GAO  report  estimates  that  24  percent  of 
claims,  and  29  percent  of  dollar  awards, 
result  from  general  diagnostic  error. 
Although  the  contribution  of  laboratory 
tests  to  general  diagnostic  error  is 
unknown,  it  is  estimated  to  equal 
between  1  and  10  percent  of  all  general 
diagnostic  errors,  or  between  .2  and  3 
percent  of  all  dollar  awards  (GAO, 

1987).  Total  malpractice  awards  for  all 
types  of  errors  were  estimated  to  exceed 
$5  billion  in  1988.  If  laboratory  error 
accounted  for  less  than  3  percent  of  all 
awards  that  year,  awards  resulting  from 
laboratory  mistakes  would  be  valued  at 
less  than  $150  million. 

If  an  improvement  in  laboratory 
accuracy  from  Federal  regulation 
reduced  this  amount  by  1  percent, 
ensuing  savings  would  have  been 
approximately  $1.5  million  or  less. 
Because  mean  award  amounts  and 
annual  number  of  claims  per  physician 
have  been  decreasing  since  1985,  a  1991 
amount  comparable  to  this  1988  estimate 
would  be  even  lower  than  $1.5  million. 
While  these  relatively  small  dollar 
figures  seem  consistent  with  Belsey's 
assertion  that  relative  few  physician 
office  labs  are  involved  in  malpractice 
suits,  the  involvement  of  other  types  of 
laboratories  in  malpractice  suits  is 
probably  more  commonplace  (Belsey,  et 
al..  1986). 

Factors  such  as  a  possible  reduction 
in  test  ordering  due  to  a  relaxing  of 
defensive  medicine  reflexes  are  not 
taken  into  account  in  these  savings 
estimates.  Such  reduction  would  be 
thou^t  to  ensue  if  regulation  of  labs  led 
to  improved  accuracy  and  a  subsequent 
reduction  in  malpractice  premiums.  - 


However,  the  balance  of  scholarship  has 
tended  to  dispute  the  association  of  a 
reduction  in  the  number  of  defensive 
procedures  and  consumer  costs  with  a 
reduction  in  premiums.  Additionally, 
there  is  no  way  to  demonstrate  that 
regulated  status  would  lead  to  increases 
in  consumer  confidence,  decreases  in 
malpractice  suits  and  ensuing  reductions 
in  premiums. 

The  advent  of  comprehensive  Federal 
regulation  may  only  marginally 
ameliorate  the  malpractice  crisis  by 
promulgating  easily  identifiable  national 
standards  for  laboratory  operation. 
Physicians  themselves  can  be  proactive, 
not  just  reactive,  when  it  comes  to 
reducing  liability  in  their  own  labs. 

Belsey  found  in  a  sample  of  liability 
cases  that  careless  procedures  were  the 
contributing  cause  and  argues  that 
sound  protocols  will  control  risk  of 
liability  (Belsey.  et  al..  1986). 

Valuation  Relative  to  False  Positives 
and  False  Negatives.  In  terms  of  patient 
health,  the  final  rule  assumes  benefits 
may  be  derived  from  two  basic 
improvements  in  laboratory  accuracy: 
Reduction  of  rates  of  false  positive  and 
of  false  negative  test  results.  Reductions 
in  false  positives  are  linked  to  decreases 
in  spending  on  uimecessary  or 
inappropriate  medical  procedures. 
Reductions  in  false  negative  rates  are 
tied  to  savings  brought  about  by  earlier 
medical  intervention  and  limitation  of 
negative  health  consequences  in 
provision  of  appropriate  care. 

Savings  derived  from  these  two 
results  are  related  to  two  distinct  pools 
of  personal  health  expenditures.  One 
third  of  all  personal  health  expenditures 
is  used  as  the  upper  bound  of  estimates 
for  potential  savings  derived  from 
reductions  in  false  positives. 
Consequently,  two  thirds  of  these 
expenditures  form  the  lower  bound  of 
estimates  of  savings  resulting  from 
lowering  the  number  of  false  negatives. 

Since  the  assumption  that  the  amount 
of  necessary  medical  care  delivered 
exceeds  the  amount  of  unnecessary  care 
is  constant,  potential  savings  derived 
from  reductions  in  false  negative  rates 
would  seem  likely  to  exceed  those 
achieved  by  reductions  in  false  positives 
in  all  the  following  examples.  However, 
this  is  not  the  case  in  this  analysis. 

This  analysis  uses  higher  percentages 
to  model  potential  savings  related  to 
unnecessary  care,  as  opposed  those 
used  for  necessary  care.  This  choice 
was  made  since  savings  resulting  from 
reductions  in  unnecessary  lab  testing 
are  thought  to  be  more  likely  to  result 
from  GLIA  implementation  than  those 
savings  anticipated  to  result  frmn 
reductions  in  false  negative  rates  and 
concomitant  improvements  in  health 


outcomes  effected  during  the  delivery  of 
necessary  care. 

Benefits  of  Reducing  False  Positives. 

A  false  positive  result  occurs  when  a 
test  detects  disease  in  a  patient  that 
does  not  actually  have  disease.  False 
positives  can  result  in  unnecessary 
treatment,  as  when  a  falsely  positive 
biopsy  leads  to  unwarranted  surgery.  In 
regard  to  individual  tests,  the  likelihood 
of  getting  a  true  positive  when  a  patient 
has  a  disease  is  referred  to  as  the  test's 
sensitivity. 

If  the  final  rule  and  the  GLIA  program 
reduce  false  positive  rates,  it  is 
anticipated  there  would  be  reductions  in 
uimecessary  testing  and  treatment,  and 
reductions  in  health  care  expenditures. 
HGFA  estimates  that  national 
expenditures  for  health  care  totaled 
$6^.2  billion  in  1990.  We  project  that 
1991  spending  will  total  $720.8  billion. 
We  estimate  that  88  percent  of  this 
amount  or  $632.9  billion,  will  fund 
personal  health  expenditures. 

Using  Reiman’s  observation  that  one- 
third  of  all  medical  treatment  is 
unnecessary,  more  than  $208.9  billion  in 
1991  expenditures  may  be  attributed  to 
unnecessary  care.  A  more  conserv'ative 
estimate  of  10  percent  unnecessary  care 
could  mean  unnecessary  expenditures  of 
$63.3  billion;  a  20  percent  estimate 
would  yield  $126.6  billion.  These 
estimates  are  vulnerable  to  legitimate 
skepticiun,  but  they  will  be  satisfactory 
for  calculations  of  a  possible  range  of 
regulatory  impact.  In  any  case,  a  more 
detailed,  research-based  approach  to 
deriving  estimates  of  unnecessary  care 
is  beyond  the  scope  of  this  analysis. 

There  is  no  apparent  basis  on  which 
to  project  reductions  in  false  positive 
rates  quantitatively.  A  review  of  the 
available  literature  yields  no  supporting 
research  to  aid  such  an  undertaking, 
especially  for  a  comprehensive 
regulatory  program.  Rather,  in  order  to 
estimate  a  dollar  projection  of  potential 
savings  emanating  from  a  reduction  in 
false  positives,  this  analysis  estimates 
potential  percentage  reductions  in 
national  expenditures  for  unnecessary 
care. 

Again,  there  is  no  established 
methodology  for  estimating  such 
savings.  It  is  assumed  that  a  useful, 
“ballpark”  understanding  of  the 
potential  benefits  associated  with 
reductions  in  the  incidence  of  false 
positive  laboratory  tests  can  be  gained 
by  calculating  several  possible 
scenarios.  The  table  below  presents  a 
range  of  scenarios  for  reductions  in 
unnecessary  care. 
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Potential  National  Health  Care  Savings  Scenarios:  Decreases  Attributable  to  Reducing  False  Positives 


(Dollars  in  billions] 


If  10  percent  of 
care  is 
unnecessary 

If  20  percent  of 
care  is 
unnecessary 

If  30  percent  of 
care  is 
unnecessary 

S0.3 

0.6 

S0.6 

1.3 

$1.1 

2.1 

Benefits  of  Reducing  False  Negatives. 
CUA  also  looks  to  reduce  rates  of  false 
negatives.  A  false  negative  result  occurs 
when  disease  is  not  detected  in  a 
patient  when  the  patient  has  the 
disease.  In  the  worst  case,  failure  to 
recognize  false  negatives  contributes  to 
unnecessary  deaths.  A  less  extreme  but 
more  likely  result  of  erroneously 
negative  tests  is  delay  of  medical 
treatment.  Anecdotal  evidence  of 
unacceptably  high  rates  of  false 
negatives  in  Pap  smears  contributed 
heavily  to  the  impetus  for  CLIA.  In 
regard  to  individual  tests,  the  likelihood 
of  getting  a  true  negative  when  a  patient 
has  a  disease  is  referred  to  as  the  test’s 
specificity. 

Patients  who  receive  falsely  negative 
test  results  still  need  treatment. 
Therefore,  savings  derived  from 
comprehensive  reductions  in  false 
negative  rates  should  come  about 
through  earlier  intervention  in  disease 
processes.  Earlier  intervention  should 
result  in  better  health  outcomes  and 
savings  in  health  care  expenditures,  as 
patients  will  be  less  sick  when  they  are 
treated.  Consequently,  treatment  is 
likely  to  be  less  expensive,  and  society 


should  benefit  through  improved  public 
health  status. 

A  hypothetical  approach  like  the  one 
used  to  value  benefits  derived  from 
reducing  false  positive  rates  can  again 
be  used.  As  stated  in  that  model,  1991 
aggregate  health  care  expenditures  are 
estimated  to  be  approximately  $720.8 
billion,  $632.9  billion  of  which  is 
estimated  to  represent  personal  health 
expenditures.  Under  Reiman’s 
assumption,  two-thirds  of  this 
spending — $424.0  billion — is  assumed  to 
fund  necessary  care.  In  addition  to  this 
67  percent  scenario,  alternative 
assumptions  include  an  estimation  that 
90  percent  of  all  care  is  necessary, 
resulting  in  $569.6  billion  in  spending, 
and  an  80  percent  assumption  resulting 
in  $506.3  billion  in  spending  for  the 
delivery  of  necessary  health  care. 

The  value  of  earlier  intervention 
brought  about  by  comprehensive 
regulation  of  laboratories  is  highly 
subjective,  and  even  more  controversial 
than  modeling  savings  resulting  from 
reductions  in  unnecessary  care.  Our 
model  of  potential  savings  utilizes  the 
limited  available  current  research.  This 
research  consists  of  one  study 
conducted  in  association  with  GDC  that 


found  that  the  health  of  an  average  of 
37.5  patients  per  100,000  treated  in 
hospital  settings  was  placed  at 
increased  risk  because  of  mistakes  in 
the  testing  process  (Ross  and  Boone, 
1987].  Of  note,  examination  of  a  small 
sample  during  this  study  also  found 
more  than  22  percent  patients  were 
subjected  to  unnecessary  procedures, 
although  none  of  these  patients  were 
harmed. 

We  set  the  rate  of  37.5  per  100,000  as  a 
lower  bound  of  possible  percentage 
reductions  in  health  expenditures 
resulting  from  lower  false  negative  rates. 
However,  a  rate  based  solely  on 
hospital  experience  may  be  misleading. 
Hospitals  are  more  highly  regulated  and 
have  more  established  quality  control 
procedures  than  the  majority  of  other 
laboratory  service  providers.  Therefore, 
a  weighted  average  rate  of  45  per 
100,000  was  used  to  take  into  account 
increased  risk  of  negative  health  effects 
among  other  types  of  laboratories.  The 
subsequent  range  of  economic  estimates 
in  our  model  represents  avoidance  of 
possible  undue  health  expenditures  for 
necessary  care  resulting  from  decreases 
in  false  negative  rates  for  three  possible 
levels  of  percentage  reductions. 


Potential  National  Health  Care  Savings  Scenarios:  Cost  Avoidance  Attributable  to  Reducing  False  Negatives 


(Dollars  in  billions] 


If  90  percent  of 
care  is 
necessary 

If  80  percent  of 
care  is 
necessary 

If  67  percent  of 
care  is 
necessary 

$0.3 

1.4 

$0.2 

1.3 

$0.2 

1.1 

2.8 

2.5 

2.1 

Despite  the  shortcomings  of  these  cost 
avoidance  models,  we  are  hopeful  that 
these  necessarily  simplified  projections 
will  help  to  frame  discussions  of  the 
potential  benefits  of  the  CLJA  program. 

Regulation  of  Previously  Exempt 
Laboratories 

Profile  of  the  Market.  Hospitals, 
independent  laboratories  and  physician 
offices  perform  the  majority  of  clinical 
laboratory  testing  in  the  United  States. 
While  the  Federal  government  has 


regulated  hospital  and  independent 
laboratories  for  almost  25  years,  it  has 
regulated  neither  laboratories  in 
physician  offices  nor  labs  in  non- 
traditional  settings.  The  histories  of 
public  health,  private  practice  and  the 
rapid  rate  of  technological  advancement 
in  clinical  laboratory  equipment  and 
procedures  have  contributed  to  this  site- 
specific  differentiation  in  laboratory 
regulation. 

At  present,  as  many  as  17  States 
currently  regulate  labs  in  physician 


offices,  and  fewer  mandate  standards 
for  public  health  settings.  In  the  case  of 
physician  office  laboratories  (POLs),  this 
is  surprising  if  only  because  POLs  are 
the  largest  class  of  laboratory  providers 
in  terms  of  number  of  sites.  POLs  also 
compose  a  sizable  part  of  total  market 
revenues.  Non-traditional  providers, 
such  as  mobile  clinics,  may  have  been 
overlooked  both  because  they  are 
difficult  to  identify  and  because  they 
account  for  only  a  very  small  portion  of 
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the  revenues  generated  by  the 
laboratory  industry. 

Analysts  of  the  laboratory  industry 
concur  that  POLs  have  comprised  the 
fastest  growing  segment  of  the  market. 
Ironically,  growth  among  these 
providers  in  the  last  decade  was 
intensified  by  Federal  regulations 
(Bartola,  1987).  For  example,  enactment 
of  the  Medicare  prospective  payment 
system  for  hospital  patients  has  caused 
the  hospital  lab  to  become  a  cost  center 
instead  of  the  profit  center  of  the  past, 
resulting  in  more  pre-admission  and 
post-discharge  testing  being  transferred 
to  the  physicians’  office  laboratories  to 
reduce  hospital  costs.  Also,  passage  of 
the  Deficit  Reduction  Act  of  1984 
implemented  a  new  Medicare  policy 
regarding  laboratory  services, 
preventing  physicians  from  billing  for 
laboratory  services  performed  in  a 
laboratory  which  is  independent  of  their 
offices. 

In  response  to  the  growing  POL 
market  demand,  laboratory  equipment 
manufacturers  accelerated  the 
development  of  new  instrumentation 
and  kit  systems  that  permit  physicians 
to  perform  a  wider  range  of  testingin 
their  offices.  The  anticipated  surplus  of 
physicians  has  also  continued  to  provide 
an  incentive  for  physicians  to  perform 
in-house  testing  to  stay  competitive  and 
to  supplement  income  (Bartola,  1986). 

The  growth  in  POLs  may  have  been 
spurred,  in  part,  by  the  competitive 
advantage  that  lack  of  regulation 
bestowed  to  POLs.  CUA  may  bring  an 
end  to  this  competitive  advantage. 

Potential  Health  Consequences.  The 
rapid  growth  of  testing  in  POL  settings 
raises  the  question  of  whether 
laboratory  work  in  POLs  is  more  or  less 
accurate  than  in  other  settings — and 
whether  any  such  differences  in 
accuracy  have  an  impact  on  health 
outcomes. 

Most  States  have  not  pursued 
regulation  of  low-volume  physician 
office  laboratories.  The  small  number  of 
tests  performed  in  these  labs  for 
physician  evaluation  of  their  own 
patients  have  not  been  perceived  as 
constituting  any  great  risk  of  public 
harm.  Studies  cited  by  Kenney  and 
Greenberg  question  that  assumption. 
Crawley  et  al.  have  linked  larger  size 
laboratories  with  better  performance 
measures.  Both  Kenney  and  Gilbert 
have  demonstrated  a  positive 
correlation  between  the  scope  of 
services  performed  in  laboratories  and 
outcome  measures  of  performance. 
These  three  sets  of  findings  imply  that 
the  lack  of  regulation  of  low-volume 
laboratories  may  increase  the  risk  of 
laboratory  error. 


While  there  is  little  research  on  the 
question  of  risk  of  laboratory  error  in 
unregulated  settings,  there  is  no 
reported  research  on  the  effect  such 
errors  may  have  on  health  outcomes.  In 
the  case  of  POLs,  may  physicians  argue 
that  outcomes  are  improved  by  in-office 
testing,  which  offers  the  rapid  results 
desired  by  many  physicians  in  the 
interest  of  prompt  patient  treatment. 
Furthermore,  some  laboratory  errors  are 
identiHed  by  physicians  when  test 
results  appear  inconsistent  with  clinical 
expectations.  In-office  laboratories 
facilitate  this  sort  of  error  detection. 

Regulatory  Challenges,  Options  and 
Effects.  In  their  Bnal  report  on  clinical 
laboratory  regulations,  Kenney  and 
Greenberg  state:  “there  is  wide-spread 
professional  agreement  that  mandatory 
regulations  are  an  important  factor  in  a 
perceived  improvement  in  clinical 
laboratory  performance  in  the  past  two 
decades.”  However,  there  is  far  from 
consensus  on  this  issue.  There  are 
strong  arguments  for  voluntary,  as 
opposed  to  mandatory,  standards.  Many 
analysts  make  the  basic  assumption  that 
providers  of  health  services — be  they 
physicians  or  entities  providing 
proficiency  testing  or  quality  control 
products  to  laboratories — are  committed 
to  maintaining  quality  in  the  services 
they  deliver.  If  this  were  universally  the 
case,  and  if  all  lab  providers  were  well- 
trained,  voluntary  standards  would  be 
sufficient. 

A  premise  common  in  arguments 
against  mandatory  regulation  of 
physician  labs  is  that  current  laboratory 
technology  already  allows  physicians  to 
produce  test  results  in  their  offices 
which  are  routinely  useful  to  treatment 
of  their  patients.  The  progression  of 
technological  innovation  and  increasing 
use  of  automation  is  likely  to  continue  to 
improve  test  quality  in  the  office  setting. 

However,  confidence  in  the  state  of 
automated  testing  in  physician  ofhces 
today,  as  with  all  testing  performed  in 
this  setting,  has  yet  to  become 
widespread.  Though  some  analysts 
suggest  that  higher  variability  of 
automated  testing  in  physician  offices  is 
due  to  operator,  rather  than  to 
equipment  error,  results  are  not 
conclusive.  Inability  to  assure  reliability, 
and  to  determine  the  source  of  errors  in 
testing,  potentially  has  significant 
consequences  for  patients. 

In  reviewing  State  programs 
monitoring  POLs,  Kenney  and 
Greenberg  describe  two  basic  gains 
made  during  periods  of  State  oversight: 
improvements  in  laboratory  accuracy 
and  explicit  certification  of  lab 
providers.  Certification  signals  to 
consumers,  as  well  as  to  their  third- 
party  payers,  that  in  the  eyes  of  State 


regulators  these  laboratories  provide 
products  comparable  to  other 
competitors — including  hospital  and 
independent  labs — and  superior  to 
unregulated  facilities. 

Some  State  regulatory  programs,  such 
as  those  in  Pennsylvania  and  Idaho, 
emphasize  provider  education  as  part  of 
their  quality  improvement  efforts.  Both 
these  programs  use  proRciency  testing 
(PT)  to  monitor  quality  of  testing  results, 
and  thereby  are  able  to  educate  lab 
personnel  who  are  found  to  be 
performing  imprecise  tests.  CUA  does 
not  require  educational  assistance  be 
given  to  laboratory  providers,  but 
educational  assistance  will  occur 
naturally  during  laboratory  inspections 
or  as  part  of  routine  follow-up  of 
unacceptable  PT  performance. 

Do  such  educational  efforts  answer  an 
identiRed  need  in  the  laboratory 
community?  Even  brief  examination  of 
available  literature  regarding  POLs 
suggests  yes.  Pennsylvania’s  experience 
has  been  that  physicians  are  not  very 
familiar  with  laboratory  quality  control 
systems.  One  can  infer  that  many  small 
laboratories  can  beneRt  from  the 
opportunity  to  share  information  with 
their  peers.  CUA  may  have  an  added 
benefit  of  encouraging  sound  laboratory 
practice  among  personnel  not  previously 
familiar  with  proper  procedures.  It  is  not 
clear,  however,  that  CUA  will  help 
practitioners  to  use  lab  results  in  a 
clinically  effective  way. 

Qualitative  Discussion  of  Health 
Improvements 

Though  no  lab  test  is  ever  100  percent 
accurate,  as  a  sampling  of  available 
scholarship  on  various  tests  conveys, 
there  are  many  avenues  for  attaining 
realistic  improvements: 

•  Lyme  Disease.  A  study  conducted 
in  New  Jersey,  where  Lyme  Disease  has 
been  increasing  in  public  health 
importance  and  no  proficiency  testing 
for  labs  performing  the  serological  tests 
for  this  disease  is  available,  found  there 
were  low  levels  of  agreement  in  test 
results  on  both  inter-  and  intra¬ 
laboratory  bases.  Four  independent 
laboratories,  performing  90,000  Lyme 
disease  tests  at  an  estimated  cost  of  $3.5 
million  in  1988  alone,  were  reviewed  in 
this  study.  The  authors  of  the  report 
following  the  study  concluded  that  Lyme 
disease  serological  testing  should  be 
standardized  (Schwartz,  1989). 

•  High  Serum  Cholesterol.  A  study 
attempting  to  determine  the  accuracy  of 
portable  cholesterol  analyzers  used  in 
public  settings  found  that  such  testing 
tended  to  underestimate  values  from 
reference  laboratories,  and  tended  to 
produce  false  negative  results.  This 
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variability  was  partially  caused  by 
insufficient  laboratory  training,  but 
inadequate  quality  control  procedures  in 
field  settings  and  dilution  of  capillary 
blood  by  tissue  fluid  also  contributed  to 
inaccuracies.  Since  it  is  estimated  that 
60  percent  of  adults  in  the  United  States 
have  greater  than  the  desirable  levels  of 
blood  cholesterol,  and  testing  in  mobile 
settings  is  increasing,  these  results  are 
of  concern  (Naughton,  1990).  Health,  a 
publication  of  the  Public  Health  Service, 
agrees  with  the  60  percent  estimate,  and 
adds  that  high  serum  cholesterol  is  a 
known  modifiable  risk  factor  for 
cardiovascular  disease.  In  1988,  diseases 
of  the  heart  accounted  for  35  percent  of 
all  deaths  in  America. 

•  Another  study  of  the  clinical 
context  for  cholesterol  testing  found  the 
accuracy  of  cholesterol  assays  will  be 
improved  by  use  of  newly  available 
reference  material  labeled  by  definitive 
methodology,  and  that  this  aspect  of 
testing  is  well  monitored  by  proHciency 
testing.  The  study  also  found  that  long¬ 
term,  intra-laboratory  variability  is  well 
monitored  by  programs  like  the  College 
of  American  Pathologists  Quality 
Assurance  Service  (Oxley,  1988). 

This  sampling  of  accuracy  for  tests 
relative  to  selected  diseases  raises 
another  dimension  of  laboratory 
performance:  reliability.  Reliability, 
which  is  also  known  as  reproducibility 
or  precision,  is  the  ability  to  reproduce 
results  consistently,  and  can  be 
measured  both  on  intra-laboratory  and 
inter-laboratory  bases.  This  measure 
encompasses  both  the  reliability  of  tests 
themselves  and  of  their  operators.  What 
kind  of  operational  mistakes  are  made 
in  laboratories?  Since  perceived  abuses 
in  cytology  were  a  prominent  catalyst 
for  CLIA,  the  effects  of  other  types  of 
laboratory  errors  are  often  discounted. 

In  his  discussion  of  office  laboratory 
liability,  Belsey  provides  a  diverse 
sampling  of  cases  in  other  laboratory 
specialties: 

•  Failure  to  communicate  or  act  upon 
a  sputum  culture  that  tested  positive  for 
tuberculosis: 

•  Error  in  a  report  of  mother’s  blood 
type  led  to  a  child’s  hemolytic  blood 
disease; 

•  Mislabeling  of  father’s  blood  sample 
led  to  a  child  with  Tay-Sachs  disease; 

•  Improper  collection  technique  for 
urethral  smear  test  caused  a  patient  to 
faint  and  to  injure  head  seriously; 

•  Use  of  outdated  reagents  resulted  in 
an  unreliable  test  for  bilirubin  and 
severe,  permanent  brain  damage  for  a 
child; 

•  Mingling  of  cysts  from  both  breasts 
and  no  separation  during  dissection  led 
to  a  bilateral  mastectomy  even  though 
only  one  breast  had  a  malignancy; 


•  Failure  to  report  the  results  of 
bacteriology  tests  revealing 
meningococcal  infection  led  to  brain 
damage  from  untreated  meningitis 
(Belsey.  et  al.,  1986). 

Though  anecdotal,  this  list  portrays 
the  broad  effects  of  laboratory 
inaccuracies,  and  how  devastating  such 
mistakes  can  be.  Paying  for  regulatory 
requirements  like  quality  control 
protocols  will  always  seem  reasonable 
to  victims  of  clinical  laboratory 
negligence.  The  question  remains 
whether  comprehensive  regulation  of 
laboratories  is  worth  the  costs  for 
society  as  a  whole.  In  cases  involving 
communicable  diseases  like 
tuberculosis,  where  negative  health 
effects  can  rapidly  reach  beyond  any 
one  patient,  the  answer  may  well  be 
"yes.” 

For  example,  accuracy  in  testing  for 
AIDS  is  essential  to  limiting  the  spread 
of  this  disease.  Both  false  positive  and 
false  negative  results  have  serious 
personal  and  public  consequences. 
Overall,  AIDS  is  estimated  to  have 
infected  145,000  Americans  through 
1990,  and  to  have  caused  89,605  deaths 
in  the  same  period.  A  review  of  the 
scientific  basis  for  the  evaluation, 
performance  and  use  of  the  most 
commonly  employed  HIV  assays 
suggests  current  levels  of  performance 
are  not  minimizing  public  health  risks  as 
much  as  possible  and  recommends 
licensure  and  proficiency  testing  as  a 
partial  solution  (Schwartz,  et  al.,  1988). 

Cytologic  Treatment  and  Service 
Delivery 

A  series  of  articles  published  in  The 
Wall  Street  Journal  and  Newsweek  in 
1987  and  1988  spurred  the  interest  of  the 
public,  the  medical  profession  and 
Congress  in  efforts  to  assure  quality  in 
laboratories  performing  cervical 
cytology.  The  Council  on  Scientific 
Affairs  of  the  AMA  reacted  by 
convening  an  expert  advisory  body  to 
review  issues  in  the  collection, 
processing  and  interpretation  of  Pap 
smears.  This  interest  led  to  a  series  of 
Congressional  hearings,  which 
culminated  in  the  passage  of  CLIA. 

Although  it  was  anecdotal  evidence 
presented  in  the  popular  press  that 
aroused  initial  interest,  the  size  of  the 
population  ejected  and  the  ability  of 
medical  intervention  to  limit  fatalities 
sustained  the  drive  to  assure  accuracy 
in  cytology  labs.  The  American  Cancer 
Society  estimates  that  13,000  new  cases, 
and  4,500  deaths,  will  occur  nationally 
this  year  as  the  result  of  cervical  cancer. 
Though  primarily  an  aid  in  the  detection 
of  cervical  cancer.  Pap  smears  have  also 
been  shown  as  contributing  to  the 
diagnosis  of  other  gynecological 


cancers,  such  as  those  of  the  uterus, 
ovary,  vagina  and  vulva. 

Though  a  large  number  of  women  are 
still  afflicted,  the  rates  of  incidence  and 
mortality  for  cervical  cancer  have 
dropped  dramatically  over  the  past  four 
decades.  Over  this  period,  the  death  rate 
from  uterine  cervix  cancer  has 
decreased  more  than  70  percent — 
mainly  due  to  the  Pap  test  and  regular 
check-ups  (Fink,  1991).  Additionally,  a 
task  force  set  up  by  the  Canadian 
government  in  1982  found  in  a  province- 
by-province  survey  that  uterine  cancer 
mortality,  including  cervical  cancers, 
had  dropped  from  36  to  67  percent  from 
1957  to  1979.  The  task  force  concluded 
that:  "squamous  cell  carcinoma  of  the 
cervix  can  be  controlled  by  the  means  of 
a  cytologic  screening  program”. 

Literature  from  the  American  Cancer 
Society  finds  “that  cervical  cancer  is 
almost  100  percent  curable  when 
detected  and  treated  early.” 

This  decrease  in  incidence  led  to 
examination  of  the  cost-effectiveness  of 
different  screening  programs  and 
revisions  in  screening  guidelines 
subsequent  to  1976.  Though  all 
guidelines  concur  in  recommending 
adult  women  undergo  Pap  screening,  the 
majority  now  differentiate  rates  of 
frequency  of  testing  for  high-  and  low- 
risk  patients.  “The  resulting  trend 
toward  less  frequent  screening  for  low- 
risk  patients,  however,  necessitates 
increased  vigilance  by  the  primary  care 
physician  and  the  pathologist  to 
minimize  false-negative  smears  through 
optimum  communication,  technical 
preparation,  and  quality  control”  (Zuna, 
1984). 

Estimates  of  false  negative  results 
from  Pap  smears  vary  widely,  but  most 
range  from  20  to  30  percent.  False 
negative  results,  as  well  as  false 
positives,  can  significantly  impact  the 
lives  and  health  of  women  undergoing 
screening.  “There  are  few  better 
examples  of  where  the  patient  is  more 
vulnerable  to  the  consequences  of  a 
falsely  negative  result  than  the  Pap  test 
for  cervical  cancer.  Little,  if  any, 
information  redundancy  is  provided  by 
the  earlier  clinical  indications  of 
cervical  cancer  that  enable  the 
physician  to  compensate  for  poor 
laboratory  performance”  (Zuna,  1984). 

On  the  other  hand,  false  positives  can 
affect  the  cost-effectiveness  of  annual 
screening  as  well  as  individual  patients. 
“The  term  ‘battered-womb  syndrome’  is 
used  to  describe  the  effects  of 
investigating  atypical  smears  (frequently 
due  to  minor  inflammatory  changes)  on 
the  emotional,  physical  and  financial 
well-being  of  an  otherwise  healthy 
woman”  (Zuna,  1984). 
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In  her  survey  article  on  Pap  smears, 
Zuna  points  to  three  basic  factors  that 
diminish  the  accuracy  of  Pap  smears: 
clinician-related  factors,  patient-related 
factors  and  laboratory  factors.  Clinician- 
related  errors  are  largely  comprised  of 
inappropriate  gathering  and  labelling  of 
smears.  Patient-related  factors  include 
lack  of  cooperation  and  failure  to 
provide  pertinent  information  about 
health  status.  Laboratory  factors,  like 
the  improvement  of  accuracy  through 
reduction  of  false  negative  and  false 
positive  results,  would  translate  into 
tangible  health  benefits  for  individual 
women  receiving  Pap  tests  and  for 
society. 

The  1982  Canadian  Task  Force  Report 
on  cytology  screening,  which  updated 
Canada's  landmark  1976  study,  provides 
detailed  information  on  avoidance  of 
false-negative  reports  on  cervicovaginal 
smears  under  the  following  categories: 
Errors  in  documentation  of  smears, 
inadequate  or  improper  sampling  of 
lesions,  presence  of  interfering 
substances,  technical  problems  in 
processing,  and  errors  in  screening  and 
reporting.  These  problems  are  addressed 
by  the  report  in  several  ways,  including 
speciHc  observations  and 
recommendations  regarding  lab 
operations. 

The  report  also  finds  a  role  for 
government  in  assuring  quality  control 
requirements  are  met.  According  to  its 
bnal  recommendations,  “the  jurisdiction 
responsible  for  screening  programs 
should  ensure  that  appropriate 
mechanisms  for  quality  control  have 
been  established  and  are  functioning 
satisfactorily.” 

The  approach  of  CLIA  to  regulating 
cytology  laboratories  reflects  a 
viewpoint  similar  to  the  Canadian. 
However,  CLIA  and  the  final  rule  are 
also  responsive  to  the  particular 
concerns  motivating  Congress’  passage 
of  the  law.  The  Committee  Report 
accompanying  the  law  describes  five 
“glaring  problems”  found  with 
cytological  testing: 

•  First,  there  was  evidence  of 
improper  collection  of  specimens  by 
clinicians,  compounded  by  an 
unwillingness  on  the  part  of  laboratories 
receiving  such  specimens  to  refuse  to 
report  the  results  and  to  notify 
physicians  of  the  deficiencies. 

•  Second,  the  Committee  received 
many  reports  of  cytologists  screening 
excessive  numbers  of  slides — numbers 
so  high  that  the  risk  of  improper 
diagnosis  was  extremely  high.  The 
Committee  heard  about 
cytotechnologists  performing  work  for 
many  different  employers,  some  of 
whom  paid  employees  on  a  piece-work 
basis,  and  of  other  cytotechnologists 


who  worked  at  home  without  proper 
supervision  or  quality  assurance. 

•  Third,  the  Committee  learned  that 
inspections  of  cytology  laboratories 
were  being  performed  by  personnel 
unfamiliar  with  cytology. 

•  Fourth,  despite  the  importance  of 
the  Pap  smear  and  reports  of  high 
numbers  of  false  negatives,  there  haS' 
been  no  Federal  proficiency  testing 
requirement  for  cytology. 

•  Fifth,  some  laboratories  have 
dispensed  with  proper  quality  control  in 
order  to  mass  market  Pap  smear 
screening  to  physicians  at  cut  rates. 
Some  physicians,  attracted  by  the  prices 
offered  or  ignorant  of  the  laboratories’ 
operations,  have  engaged  such 
laboratories. 

In  sum,  the  Committee  found  serious 
deficiencies  in  the  regulation  of  cytology 
and  the  need  for  vigorous  regulatory 
standards  and  oversight.  Therefore, 
CLIA’s  mandates  for  cytology  are  more 
explicit  than  those  recommended  by  the 
1982  Canadian  Task  Force  Report. 

There  is  no  consensus  within  the 
laboratory  and  medical  communities 
that  such  requirements  will  improve  the 
accuracy  in  cytology.  Though  as  many 
as  twenty  States  have  implemented  or 
are  in  the  process  of  implementing 
regulations  for  physician  office 
laboratories,  only  New  York  and 
Maryland  actively  regulate  cytology 
laboratories.  The  Maryland  program  has 
been  in  effect  for  only  two  years. 
However,  in  its  comments  on  the  NPRM, 
the  American  Society  of  Cytology  stated 
that  it  “supports  encourages  reasonable, 
feasible,  cost-effective  quality  assurance 
measures  as  an  essential  component  of 
laboratory  practice.” 

It  is  difficult  to  see  how  even 
educationally  and  peer-oriented  efforts 
to  assure  quality  for  a  large  number  of 
labs  could  be  done  without  reference  to 
a  standard  outcome  measure. 

Proficiency  Testing  (PT),  which 
identifies  laboratory  error,  is  the 
outcome  measure  used  by  the  laboratory 
community.  Pennsylvania  uses  quarterly 
PT  as  a  key  to  the  education  of 
physician  providers  in  proper  laboratory 
procedures. 

Even  dubious  health  providers  may 
want  to  meet  the  minimum  standards  of 
laboratory  operation,  if  only  to  avoid  the 
costs  of  potential  malpractice  actions. 
Consequently,  it  is  difficult  to  support 
the  existence  of  a  dichotomy  between 
provider  and  patient  interests  in 
assuring  laboratory  quality. 
Additionally,  although  it  is  nearly 
impossible  to  fix  the  true  value  of  a 
“pass”  in  a  system  that  is  as  easily 
gamed  as  unblinded  PT,  it  is  hard  to 
ignore  the  significance  of  repeated 
failures. 


The  extension  of  such  regulations 
equally  to  all  individuals  through 
Federal  action  should  be  a  significant 
benefit  to  all  Americans.  Even  if  a 
particular  individual  never  becomes  a 
patient,  he  or  she  stands  to  gain  through 
reductions  in  negative  health  outcomes 
for  others,  and  the  concomitant 
reduction  in  direct,  indirect  and 
opportunity  costs  for  society. 

Market  Impact 

Market  failure  in  the  laboratory 
industry  and  the  apparent  need  for 
regulation  have  already  been  described 
in  this  report,  with  an  emphasis  on 
consumer  protection.  Regulation  in  the 
presence  of  market  failure  also  holds 
potential  benefits  for  suppliers  in  an  age 
of  limited  resources. 

Comprehensive  regulation  will 
maintain  or  increase  laboratory  prices, 
while  providing  a  new  signal  of  product 
quality.  Many  laboratories  may  see  the 
visibility  of  CLIA  as  an  opportunity  to 
pass  any  new  costs  of  regulation 
directly  to  consumers  and  third-party 
payers,  particularly  non-governmental 
payers.  Incentives  to  shift  costs  to 
governmental  payers,  such  as  the 
subsidization  of  discount  customer  sales 
by  large  labs  through  their  Medicare 
payments  documented  by  the  GAO,  may 
be  diminished  as  private-payer  prices 
rise,  governmental  payers  ratchet  down 
their  fee  schedules  and  overall 
information  on  laboratory  operations 
becomes  standardized  and  more 
available.  However,  price  increases  may 
not  be  uniform.  Among  currently 
regulated  labs,  particularly  large  labs, 
there  may  be  offsetting  price  reductions: 
their  test  volume  may  increase  if  some 
competing  small  providers  drop  out  of 
the  market,  and  if  their  current 
regulatory  costs  are  only  marginally 
affected  by  the  final  rule.  A  contraction 
in  the  number  of  lab  providers  due  to 
the  costs  of  regulation — particularly 
small  providers  in  rural  areas — is 
possible  and  is  a  continuing  cause  for 
concern.  Yet  the  identification  and 
potential  expulsion  of  incompetent  labs, 
whether  in  rural  or  urban  areas,  would 
be  an  offsetting  gain  to  society. 

Uniform  Federal  regulation  may 
support  innovation  in  the  laboratory 
industry  and  ancillary  businesses.  In 
reviewing  changes  in  the  status  of  labs 
subject  to  Federal  regulation  since  1967, 
Belsey  noted  that  industry  and 
regulatory  efforts  to  improve  quality 
among  conventional,  large  laboratories 
has  been  very  successful  and  has  led  to 
the  development  of  important  new 
techniques  and  technology  (Belsey  and 
Baer,  1986). 
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However,  a  contrary  view  was 
expressed  in  a  report  evaluating  the 
proposed  rule  completed  by  the  Health 
industry  Manufacturers  Association, 
which  suggested  “that  the  regulations 
could  result  in  a  reduced  demand  for 
testing  products  *  *  *  [and]  lead  in  turn 
to  a  reduced  investment  in  research  and 
development  for  alternative  site 
diagnostic  technologies.”  One  major 
manufacturer  of  testing  equipment  for 
the  physician  market  reported  a  decline 
in  sales  of  25  percent  following  the 
publication  of  the  NPRM,  which  it 
attributed  to  the  uncertain  environment 
fostered  by  the  proposed  rules. 

The  final  rule  should  alleviate  these 
concerns.  In  fact,  CUA  quality  control 
standards  may  broaden  market 
opportunities  for  manufacturers  offering 
equipment  with  FDA-approved  quality 
control  protocols,  as  laboratories  will 
likely  view  such  equipment  as  offering 
the  least  costly  approach  to  satisfying 
CLIA  requirements. 

Tangible  economic  benefits  will 
accrue  to  businesses  providing  ancillary 
services  to  regulated  labs.  For  example, 
interviews  completed  for  this  report 
found  that  proficiency  test  kit 
manufacturers  are  already  gearing  up 
for  the  increased  demand  for  their 
services  brought  about  by  CLIA.  New 
niches  will  also  be  creat^  for  some 
service  industries,  such  as  consulting, 
that  can  assist  lab  providers  and  other 
affected  parties  to  prepare  for,  to 
implement  and  to  operate  under  CLIA 
requirements. 

No  data  exists  that  permits  any  kind 
of  meaningful  financial  modeling  of 
these  business  benefits.  Therefore, 
though  they  are  described  here,  the 
failure  to  value  these  benefits 
quantitatively  contributes  to 
understatement  of  the  aggregate  benefits 
of  CUA. 

Benefits  by  Major  Provision 

Personnel  Standards 

Laboratories  that  produce  both  good 
quality  and  poor  quality  results  often 
use  the  same  analytic  systems,  tools, 
and  supplies.  Different  individuals, 
using  the  same  equipment,  procedure, 
and  reagents,  can  produce  markedly 
different  results  when  performing 
laboratory  tests  from  a  common  patient 
sample.  However,  an  empirically-proven 
relationship  between  personnel 
standards  and  laboratory  performance 
has  not  been  found  by  researchers. 

While  no  statistically  valid  correlation 
between  personnel  standards  and 
laboratory  proficiency  has  ever  been 
demonstrated  by  empirical  study,  a 
certain  minimal  level  of  benefits  can  be 
expected  to  accrue  from  the  personnel 


standards  embodied  in  the  final  rule. 
Establishing  personnel  requirements 
serves  to  standardize  the  laboratory 
industry  by  instituting  a  common 
persoimel  classification  scheme. 
Currently,  multiple  classification 
schemes  exist  across  public  and  private 
regulatory  programs.  Each  of  these 
programs  employs  its  own  definitions, 
terminology,  and  personnel 
classifications.  The  final  rule  will  create 
standard  classifications  that  will  allow 
laboratorians  and  regulators  to  interpret 
and  to  apply  personnel  policies 
consistently,  and  to  gauge  the  impact  of 
regulation  on  the  quality  of  testing  more 
accurately. 

As  noted  earlier  in  this  analysis,  most 
respondents  to  interviews  about 
laboratory  regulation  support  the 
concept  of  minimal  personnel  standards. 
There  is  substantial  agreement  that 
training  of  directors,  supervisors,  and 
testing  personnel  is  an  essential  feature 
of  any  quality  assurance  program.  The 
final  rule  extends  regulation  to 
previously  unregulated  sectors  of  the 
laboratory  industry,  especially  exempt 
physician  office  laboratories.  New 
relation  in  such  sectors  will  establish 
minimum  standards,  i.e.,  qualifications 
and  responsibilities  of  individuals 
performing  and  supervising  laboratory 
testing,  where  none  existed  before. 

In  addition,  the  establishment  of 
laboratory  personnel  standards  creates 
an  entry-level  threshold  for  personnel 
competence.  CUA  personnel  standards 
were  designed,  when  combined  with 
proficiency  testing  and  quality 
assurance/quality  control  requirements, 
to  improve  the  accuracy  of  the  nation’s 
laboratory  services.  The  sheer  existence 
of  such  standards  implicitly  sets 
minimum  entry-level  standards  for 
testing.  This  is  especially  true  in  the 
areas  of  cytology  and  cytotechnology 
where  much  of  the  debate  about 
laboratorian  competence  originated. 

When  compared  to  the  NPRM  and  a 
number  of  State  and  private  sector 
regulatory  programs,  the  less  rigid  CUA 
personnel  standards  do  not 
unnecessarily  limit  upward  professional 
mobility.  Flexibility  is  needed  by  the 
laboratory  industry  to  effectively  take 
advantage  of  the  personnel  resources 
available  to  it.  The  final  rule  is  much 
closer  to  achieving  a  critical  balance 
between  quality,  cost,  and  flexibility 
than  the  other  regulatory  programs 
reviewed  during  the  course  oif  this 
analysis. 

With  the  exception  of  physician  office 
laboratories  and  laboratories  engaging 
in  cytological  testing,  the  status  quo  is 
likely  to  be  maintained  in  most  clinical 
laboratories.  Despite  the  increased  costs 
associated  with  laboratory  standards 


under  the  final  rule,  most  personnel 
currently  employed  by  laboratories  will 
be  able  to  continue  conducting  tests  as 
they  do  currently.  Those  employees  who 
cannot  meet  these  standards  should 
have  sufficent  time  to  qualify  for  the 
positions  they  currently  occupy. 

Since  gaps  between  current 
experience  and  qualifications  and  the 
personnel  requirements  set  forth  in  the 
final  rule  can  be  bridged  during  the 
window  of  opportunity  offered  by 
phased-in  standards,  only  minimal  new 
demand  for  support-services,  training 
programs,  or  other  commercial 
enterprises  are  expected  to  result.  In 
addition,  no  new  job  categories  are 
created  by  the  regulation,  so  we  can 
expect  no  significant  increases  in 
laboratory  employment  opportunities. 
However,  by  further  clarifying  both 
personnel  categorization  and  complexity 
of  testing  being  performed  in  each  lab 
site,  the  final  rule  may  cause  some 
shifting  of  personnel  and  reorganization 
of  staff  duties  among  lab  providers. 

Proficiency  Testing  Provisions 

The  final  rule  requires  the 
performance  of  proficiency  testing  (PT) 
three  times  a  year  for  most  analytes. 
CLIA  mandates  four  events  per  year, 
unless  the  Secretary  can  justify  fewer 
events  on  a  scientific  or  technical  basis. 
Review  of  professional  literature  on 
proficiency  testing  shows  expert  opinion 
is  divided  with  regard  to  the  appropriate 
frequency  for  testing.  Medicare  had  long 
accepted  the  two-a-year  frequency 
standard  in  the  industry,  and  then 
adopted  the  three-a-year  survey  cycle  of 
the  Joint  Commission  on  the 
Accreditation  of  Health  Care 
Organizations. 

Maintenance  of  a  three-time-a-year 
cycle  should  help  limit  the  rise  in 
expenditures  for  lab  providers  currently 
participating  in  a  PT  program.  For 
example,  some  PT  subscribers  have 
complained  that  their  PT  programs 
failed  to  supply  tests  in  a  timely  fashion. 
Current  systems  for  mailing  out  tests 
often  require  strict  adherence  to  a  rigid 
schedule  in  order  to  avoid  backups  in 
the  testing  cycle.  After  tests  are 
completed,  PT  programs  must  still  enter 
data  and  score  results.  These  steps  must 
be  completed  before  results  can  be 
reported  to  individual  laboratories.  All 
too  often,  the  provider-supplied  results 
have  been  returned  to  laboratories  too 
late  to  help  them  initiate  the  corrective 
actions  suggested  by  their  test  results. 
Requiring  testing  only  three  times  a  year 
may  give  both  testers  and  the  tested  a 
needed  respite,  may  provide  more  time 
to  do  proper  analysis  of  the  causes  of 
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test  failures,  and  may  increase  the 
educational  value  of  testing  efforts. 

Although  proficiency  testing  is  used 
as  a  regulatory  enforcement  tool,  its 
impetus  and  primary  benefits  are 
educational.  Proficiency  testing 
organizations  provide  advice  to  clinical 
laboratories.  kit  manufactures  help  in 
analyzing  testing  problems  and  in 
assuring  laboratories  run  at  acceptable 
performance  levels.  The  requirement 
that  laboratories  subscribe  to 
professional  PT  programs  will  result  in 
overall  improvement  in  laboratory 
expertise.  The  PT  requirements  of  the 
final  rule  will  also  preclude  laboratories 
from  testing  in  areas  in  which  they  can 
not  prove  competence. 

CLIA  is  expected  to  increase  demand 
for  proficiency  testing  products  roughly 
by  a  factor  of  sixteen,  proportional  to 
the  expected  increase  in  the  number  of 
Federally-regulated  laboratories.  This 
demand  will  result  in  growth  for 
proficiency  testing  manufacturers  and 
other  industries,  such  as  packaging  and 
shipping,  that  support  the  disb'ibution  of 
PT  products  to  laboratories.  New 
manufacturers  may  also  come  into  the 
proficiency  testing  market,  but 
interviews  completed  for  this  analysis 
reveal  existing  manufacturers  have 
attempted  to  gauge  new  demand  and  to 
prepare  to  meet  this  growth  themselves. 
It  is  also  possible  that  some 
standardization  of  PT  products  resulting 
from  the  specifications  of  regulation  will 
lower  manufacturer’s  production  costs. 

Patient  Test  Management  Provisions 

Benefits  are  expected  to  accrue  for 
patients  from  these  requirements 
through  the  reduction  of  laboratory 
errors  in  the  identification,  handling  and 
submission  of  specimens.  Overall, 
laboratories,  along  with  physicians  and 
their  patients,  will  benefit  from 
specification  and  standardization  of  the 
method  by  which  laboratories  are  linked 
to  the  results  they  produce. 

Quality  Assurance  and  Control 
'  Provisions 

Quality  control  is  a  necessary  but  not 
sufficient  guarantee  of  the  quality  of 
laboratory  results.  Quality  control 
regulates  the  machining  and  inspection 
of  parts,  using  Diamond's  industrial 
analogy,  but  doesn't  assure  that  the  right 
kind  of  product  is  manufactured,  or  that 
this  product  is  delivered  to  the  right 
customer  on  time.  Quality  assurance,  on 
the  other  hand,  does  attempt  to  make 
sure  that  the  customer  gets  what  he  or 
she  ordered,  on  time,  and  that  the 
product  is  well  made.  The  primary 
benefit  of  the  regulation  of  quality 
control,  therefore,  is  standardization  of 
procedures,  the  ability  to  repeat  the 


same  test  in  different  laboratories,  at 
different  times,  with  reasonable 
assurance  of  the  same  result  will  be 
derived  (Diamond,  1986). 

Westgard  and  many  others  have 
documented  the  need  for  process 
speciHcations  that  account  for  biases 
and  sources  of  variation  (Westgard, 

1991).  Recent  work  has  also  argued  for 
the  application  of  traditional  quality 
control  procedures  to  low-volume 
physician  office  lab  settings.  Yet  quality 
control  in  isolation  from  careful  clerical 
procedures,  proper  test  management  and 
sensible  clinical  use  of  lab  testing  may 
be  wasted  effort. 

Several  commentators  have  observed 
that  in  labs  without  well-trained 
personnel,  without  careful  clerical 
practice,  the  incidence  of  random, 
unrepeatable,  unidentifiable  error  may 
be  so  high  that  quality  control  efforts  are 
useless.  To  that  end,  quality  assurance, 
which  strives  to  put  in  place  systems  for 
monitoring  and  standardizing  quality 
control,  proHciency  testing,  personnel 
training,  and  the  observation  of  error,  is 
perhaps  the  greatest  benefit  of  the  final 
rule.  Though  the  benehts  of  quality 
assurance  are  well  recognized, 
regulators  are  still  hard  pressed  to 
measure  appropriateness  of  tests  or 
laboratory  efficiency. 

Inspection  Provisions 

The  final  rule  requires  biennial 
inspection  of  clinical  laboratories 
performing  tests  of  moderate-  or  higher- 
level  complexity.  Such  inspections  are 
intended  "to  provide  on-site  education 
regarding  accepted  laboratory 
procedures,  thus  improving  laboratory 
quality;  to  determine  if  a  laboratory  is 
complying  with  mandated  requirements; 
and,  to  aid  in  the  decision  to  i.csue  initial 
or  renewal  licenses  or  certification.” 

Kenney  and  Greenberg  found  general 
support  for  the  inspection  process 
among  laboratorians  and  suggest  that 
inspections  performed  as  part  of 
governmental  enforcement  efforts  were 
more  rigorous  than  those  provided 
through  voluntary  agencies.  Full 
implementation  of  the  inspection 
requirement  of  the  final  rule  should 
extend  such  benefits  to  the  entire 
laboratory  community. 

Consultations 

The  final  rule  calls  for  creation  of  an 
ongoing  technical  advisory  committee. 
This  provision  stands  to  benefit  both  the 
laboratory  industry  and  consumers  by 
formalizing  a  channel  for  active 
consideration  of  innovations,  problems 
and  consumer  and  provider  opinions. 
The  existence  of  the  committee  will 
allow  regulators  to  be  more  immediately 
and  uniformly  responsive  than  was  ever 


possible  before.  The  value  of  increased 
responsiveness  should  not  be 
discounted  in  an  industry  subject  to  an 
accelerating  rate  of  technological 
change. 

Benefits  of  Codification 

CLIA  and  its  implementing  rules  mark 
the  first  Federal  effort  to  regulate  all 
clinical  laboratories.  Having  a  single 
regulatory  authority  offers  many 
benefits.  The  preeminence  of  Federal 
regulation,  as  opposed  to  reliance  on 
multiple  rules  developed  in  different 
localities,  is  more  easily  and  equitably 
enforced. 

No  quantification  of  the  benefits  of 
codification,  nor  of  specific  provisions, 
could  be  done.  This  inability  to  compute 
dollar  values  for  largely  qualitative 
requirements  further  contributes  to 
underestimation  of  the  benehts  of  CLIA 
overall. 

Potential  Impact  on  Access 

National  public  health  initiatives  face 
the  challenge  of  attempting  to  effect 
improvement  in  societal  health  status 
without  upsetting  the  presently 
precarious  balance  of  cost,  quality  and 
access  in  U.S.  medical  services.  CLIA 
implementation  will  significantly 
increase  the  operating  costs  of 
laboratories.  'These  laboratories  will,  in 
turn,  pass  on  cost  increases  to 
consumers  to  the  greatest  extent 
possible.  A  decrease  in  access  to 
laboratory  services  would  also 
represent  a  cost  to  society  at-large,  and 
must  be  weighed,  along  with  other  costs, 
against  the  benefits  CLIA  may  offer. 

At  the  same  time,  a  seeming  majority 
of  professional  opinion  in  the  medical 
and  clinical  laboratory  communities 
asserts  that  implementation  of  many  of 
the  provisions  of  the  final  rule — such  as 
mandatory  proficiency  testing  and 
quality  control  measures — will  improve 
laboratory  quality.  The  final  rule  will 
create  and  maintain  minimum  standards 
for  laboratory  operations,  which  should 
remove  any  substandard  tiers  of 
laboratories  currently  in  existence.  CLIA 
should  guarantee  access  to  laboratory 
services  of  adequate  quality  for  all 
Americans  receiving  laboratory  tests, 
whether  underprivileged  or  not.  While 
there  is  still  great  debate  as  to  whether 
these  less  tangible  gains  in  quality  will 
offset  measurable  dollar  increases  in 
operating  costs,  the  effect  of  the  final 
rule  on  access,  in  terms  of  the  ability  of 
providers  to  continue  offering  medical 
and  laboratory  services  and  of  patients 
to  receive  them,  is  difficult  to  gauge. 

A  principal  reason  for  this  lack  of 
understanding  is  the  still  unknown 
nature  of  the  nation's  laboratory  testing 
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industry.  Hospital  and  independent 
laboratories,  which  may  collect  as  much 
as  75  percent  of  total  U.S.  laboratory 
revenues  and  number  about  13,000.  have 
largely  been  subject  to  Federal 
regulation.  On  the  other  hand,  there  has 
never  been  comprehensive  regulation  of 
physician  office  laboratories  (POLs). 

This  lack  of  regulatory  experience  has 
contributed  to  the  inability  to  determine 
the  number  and  characteristics  of  POLs, 
even  though  these  facilities  are  thought 
to  account  for  as  much  as  25  percent  of 
all  test  revenues.  There  is  even  less 
research  on  laboratory  service  providers 
in  non-traditional  settings,  operationally 
defined  as  settings  other  than  hospitals, 
physician  offices  and  independent 
laboratories,  though  we  assume  that 
these  providers  comprise  only  a  small 
portion  of  total  clinical  laboratory 
revenues  and  number  of  tests. 

Overview  of  Access  Concerns 

In  its  analysis  of  laboratory  proHts 
relative  to  the  treatment  of  Medicare 
patients,  the  General  Accounting  Office 
indicated  that,  before  an  access  problem 
w'ould  be  created,  current  proHt  margins 
would  allow  some  cost  absorption  to 
occur  within  the  laboratory  industry. 
However,  this  estimate,  and  other 
attempts  to  estimate  CUA's  impact  on 
access  remain  largely  theoretical. 
Consequently,  concern  that  CLIA 
implementation  will  be  detrimental  to 
access  is  widespread,  as  embodied  in 
many  of  the  60,000  public  comments  to 
the  NPRM. 

Many  of  these  comments  relayed 
anecdotal  evidence  of  potential  access 
problems  among  specific  patient 
populations  like  the  elderly.  These 
problems  were  anticipated  as  results  of 
the  NPRM  on  cost,  test-result  timeliness 
and  patient  transportation  issues. 

Though  revisions  made  between  the 
proposed  and  final  rule  alleviated  these 
concerns,  they  did  not  remove  them. 
Research  will  be  necessary  subsequent 
to  full  CLIA  implementation  to  assure 
the  public  that  access  to  laboratory 
services  has  not  been  adversely 
affected. 

Hospital-Specific  Issues.  In 
discussions  about  CLIA,  there  has  been 
great  focus  on  access  in  rural  areas. 
Small  hospitals  are  a  primary  source  of 
basic  health  care  in  many  rural 
communities.  These  hospitals  have 
watched  with  alarm  over  the  last 
several  years  as  patient  census  has 
continued  to  drop  in  the  midst  of  double¬ 
digit  inflation  in  health  care  industry 
expenses.  Many  have  little  financial 
flexibility,  and  are  greatly  inhibited  in 
their  ability  to  shift  costs.  Therefore, 
when  a  product  line  such  as  laboratorj' 
testing  fails  to  support  its  own  costs,  it  is 


likely  to  be  dropped  from  the  roster  of 
8er\'ices,  or  decreased  in  emphasis. 

In  spite  of  the  reduced  burden  of  the 
final  rule  in  comparison  with  the  NPRM. 
the  cost  increases  that  will  most 
certainly  result  from  CLIA 
implementation  may  push  marginally- 
profitable  laboratory  operations  of  a 
smaller  number  of  rural  hospitals  into 
the  red.  Some  rural  hospitals  may  cease 
performing  some  tests  in-house.  Some 
may  refer  certain  tests  to  commercial 
laboratories,  adding  specimen 
transportation  and  testing  turnaround 
time  to  the  delivery  of  medical  services, 
with  possible  negative  consequences  for 
patient  health  status.  Other  rural 
hospital  many  respond  by  simply 
reducing  the  scope  of  the  laboratory 
services  they  offer. 

Alternatively,  many  of  these  marginal 
providers  may  also  try  to  maintain 
laboratory  services  by  raising  prices 
whenever  so  permitted  by  payers.  This, 
of  course,  would  reduce  the  already 
hindered  ability  of  the  poor,  uninsured, 
and  underinsured  to  obtain  complete 
medical  care.  The  trend  of  rural  hospital 
closures  has  continued  for  several  years, 
and  it  is  not  known  if  the  possible 
curtailment  of  laboratory  testing  brought 
about  by  CLIA  will  accelerate  this 
closure  rate  among  these  institutions. 

Physician  Office  Laboratory  Issues. 
Similar  pressures  are  expected  to  be  felt 
by  POLs.  Just  as  the  Medicare 
Prospective  Payment  System  affected 
hospitals  in  the  1980s,  doctors  will  be 
subject  to  the  implementation  of 
Medicare  Physician  Fee  Schedule  in 
1992,  the  probable  continuance  of  the 
ratcheting  down  of  Medicare  Part  B 
laboratory  fee  schedules,  and  the 
culmination  of  other  physician-directed 
regulations.  This  may  lead  physician 
offices  to  discard  unprofitable  product 
lines,  particularly  if  such  services  are 
ancillary  to  their  main  businesses  and 
can  be  more  efficiently  purchased 
elsewhere. 

As  the  majority  of  physicians, 
particularly  those  outside  of  rural  areas, 
are  not  as  dependent  on  government 
payers  as  institutional  health  care 
providers,  they  may  have  the  flexibility 
to  shift  costs  between  payers,  as  well  as 
between  services,  and  to  maintain  a 
broader  spectrum  of  products.  Studies 
completed  by  the  Inspector  General’s 
Office  suggest  that  physician  owners  of 
laboratories  may  react  by  increasing  the 
volume  of  tests  they  perform  in  order  to 
offset  regulatory  costs.  However,  the 
results  of  a  recent  report  commissioned 
by  the  State  of  Florida  implied  that 
access  to  physician-owned  joint 
ventures,  including  clinical  labs  and 


diagnostic  testing  centers,  is  already  not 
widely  available  to  the  poor. 

Non-metropolitan  physician  offices 
are  both  more  likely  to  have  in-office 
labs  and  to  generate  a  higher  proportion 
of  revenues  from  this  enterprise. 

Research  completed  by  the  American 
Medical  Association  found  that  54 
percent  of  non-metropolitan  physicians 
had  in-office  labs,  as  opposed  to  34 
percent  of  physicians  in  metropolitan 
areas  of  1  million  or  more  and  40 
percent  of  all  physicians.  Non- 
metropolitan  physicians  generated  10.2 
percent  of  their  revenues  from  these 
labs,  while  the  corresponding  figures  for 
physicians  in  large  metropolitan  areas 
and  physicians  overall  were  8.5  and  9.1 
percent  respectively  (AMA,  1989). 
According  to  the  AMA,  non¬ 
metropolitan  physicians,  faced  with  a 
scarcity  of  commercial  clinical 
laboratories,  have  responded  by 
developing  and  maintaining  their  own 
in-house  clinical  labs.  In  the  absence  of 
substantial  competition  from 
commercial  laboratories,  these  in-house 
labs  are  able  to  generate  a  higher 
proportion  of  practice  revenues. 

Higher  proportional  revenues  may 
help  to  cushion  the  impact  of  the  final 
rule  on  these  providers,  and  to  decrease 
the  likelihood  that  rural  physician 
offices  already  performing  laboratory 
tests  will  discontinue  these  services. 
However,  if  the  number  of  such  labs  is 
reduced,  “forcing  patients  to  go 
elsewhere  for  testing  could  seriously 
impede  access  to  care,  or  could  cause  a 
health-threatening  delay  in  receiving 
test  results”  (AMA,  1989). 

Discussions  with  State  regulators 
suggest  that  POLs  have  not  been 
impeded  by  governmental  review. 
Comments  specific  to  oversight  of 
cytology  laboratories  by  the  State  of 
Maryland  are  given  below. 

Pennsylvania  regulators  see  little  or  no 
evidence  of  physicians  opting  to  drop 
laboratory  services  because  of  State 
regulation.  However,  the  CLIA  program 
differs  from  the  Pennsylvania  program 
in  several  ways.  It  is  more  costly,  more 
prescriptive,  and  it  emphasizes 
sanctions  over  provider  education. 
However,  the  effects  of  these 
differences,  particularly  under  the  final 
rule,  are  more  likely  to  cause  physicians 
to  abandon  infrequently  performed  and 
high-complexity  tests  than  to  move  them 
to  cease  performing  testing  altogether. 

Alternative  Provider  and  Public  Health 
Concerns 

Several  commenters  serving  rural 
populations  took  a  broad  perspective  in 
their  analysis  of  the  proposed  rule.  The 
National  Rural  Health  Association,  the 
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United  States  Conference  of  Local 
Health  Officers,  and  the  Association  of 
State  and  Territorial  Health  Officials 
(ASTHO)  all  conveyed  serious  concerns 
about  access  to  health  services  among 
non-traditional  providers  of  laboratory 
tests.  Specific  concerns  were  voiced 
about  the  continued  viability  of  the  WIC 
program,  school  health  programs,  and 
screening  services  provided  to  the  poor 
in  various  community  settings.  In 
particular,  commenters  noted  that  State 
and  local  public  health  systems  must 
function  within  restricted  budgets,  and 
often  do  not  have  fee  authorization  or 
the  ability  to  increase  revenues,  unless 
approved  by  their  legislative  bodies. 
Thus,  they  are  unable  to  pass  on  rising 
costs  to  their  patients. 

While  the  final  rule  relaxes  several 
NPRM  Level  I  (now  moderate 
complexity)  and  Level  II  (now  high 
complexity)  requirements,  the  concerns 
of  public  and  rural  health  providers 
have  not  been  completely  allayed. 

Public  health  laboratories  often  play 
uniquely  crucial  roles  in  the  U.S.  health 
care  delivery  system.  In  California,  for 
instance,  these  laboratories  provide 
services  including  HIV  testing, 
identiftcation  of  the  tubercule  bacillus 
(TB).  rabies  detection  and  screening  for 
sexually  transmitted,  bacterial  and 
parasitic  enteric  diseases.  In  some 
cases,  as  with  rabies  testing,  the  private 
sector  does  not  have  the  facilities  to 
replicate  services  solely  provided  by 
local  health  laboratories.  Additionally, 
some  State  laws  place  restrictions  on 
the  provision  of  public  health  services 
by  private  entities. 

Any  increase  in  the  costs  of  delivering 
public  health  services  stands  to 
marginally  decrease  the  scope  or  quality 
of  services.  Any  potential  service 
curtailment  by  these  providers  would 
most  dramatically  affect  low-income 
individuals,  and  would  not  be  limited  to 
rural  areas.  Inner-city  hospital  and 
screening  programs,  such  as  for 
cholesterol  and  sexually  transmitted 
diseases,  are  also  likely  to  be 
constrained. 

It  is  impossible  to  compute  the 
potential  public  health  costs  that  may 
result  from  curtailment  of  these  local 
health  laboratory  services.  Such  costs 
have  the  potential  to  substantially 
reduce  the  aggregate  benefits  afforded 
by  GLIA. 

While  the  final  rule  is  designed  to 
protect  all  consumers — ^no  matter  their 
income  levels — from  poor-quality 
laboratory  work,  it  would  violate  larger 
public  health  objectives  if  it  prevented 
the  delivery  of  screening  services  of 
adequate  quality  to  the  poor.  We  cannot 
discount  the  contention  that  the 
availability  of  high-complexity 


laboratory  tests  for  disadvantaged 
populations  may  be  placed  in  jeopardy 
by  GLIA  implementation  in  some 
instances.  Additional  input  needs  to  be 
solicited  from  public  health  advocates 
on  the  final  rule  in  order  to  assure  that 
the  proper  balance  of  cost/quality/ 
access  has  been  struck  for  all  segments 
of  the  population. 

Gonsumers  will  ultimately  determine 
whether  they  receive  access  to 
laboratory  services  or  not.  Some  people 
will  always  avoid  doctors  and  health 
facilities  unless  (and  sometimes  in  spite 
of  being)  deathly  iU.  Despite  numerous 
public  health  promotions  and  guidelines 
available  to  primary  care  physicians,  a 
large  study  performed  in  South  Garolina 
found  that  a  minority  of  people  already 
captured  by  the  health  care  system 
received  five  basic  recommended 
preventative  health  services.  These 
services  included  laboratory  procedures 
such  as  fecal  occult  blood  testing.  Pap 
smears  and  serum  cholesterol 
measurements,  only  one  of  which  is  a 
waived  test  under  the  final  rule.  Factors 
which  seemed  to  be  most  strongly 
correlated  with  access  to  laboratory 
services  were:  Patient’s  physician 
practice  t}q)e,  type  of  medical  insurance, 
physican  visit  frequency  and  increasing 
age.  It  is  impossible  to  predict  how  the 
implementation  of  GLIA  will  fit  into  this 
complex  equation. 

Possible  Cytology  Effects 

Perceived  deficiencies  in  the  quality 
of  cytology  testing  spurred  the 
enactment  of  GLIA.  Ironically,  the  final 
rule  may  adversely  affect  access  to  Pap 
screening  for  some  women  because  it 
may  exacerbate  current  personnel 
shortages  and  increase  costs  of  service 
delivery,  as  it  attempts  to  assure 
minimum  quality  standards  are  met  by 
all  cytology  laboratories. 

The  recognized  shortage  of 
cytotechnologists  and  the  increased 
demand  for  such  personnel  fostered  by 
the  final  rule  is  problematic,  as 
discussed  elsewhere  in  this  analysis. 
There  is  also  concern  that  the  training 
and  rescreening  requirements  of  the 
regulation  may  cause  backlogs  of 
unread  slides,  delaying  the  delivery  of 
valuable  diagnostic  information  to 
health  practitioners  and  patients.  GLIA’s 
impact  on  access  to  Pap  screening  will 
have  to  be  carefully  studied  once  the 
law  is  implemented. 

No  research  exists  on  the  potential 
effects  of  federal  regulation  of  the 
cytology  industry  on  patient  access. 
However,  the  American  Society  of 
Gytology  (ASC)  raised  this  issue  as  one 
of  its  three  basic  concerns  relative  to 
implementation  of  the  proposed  rule. 


which  had  more  burdensome  cytology 
provisions: 

The  ASC  supports  and  encouiages 
reasonable,  feasible,  cost-effective  quality 
assurance  measures  as  an  essential 
component  of  laboratory  practice.  However, 
imposition  of  the  regulations  as  currently 
outlined  will  most  likely: 

•  Result  in  some  high-quality 
laboratories  abandoning  cytology  thus 
reducing  the  availability  of  services, 

•  Delay  reporting  of  smear  results  and 
thereby  delay  appropriate  patient  care, 
and 

•  Lead  to  increased  costs  and 
ultimately  reduce  access  of  women  to 
cervical  cancer  cytology  screening. 

All  three  effects  foreseen  by.  the  ASC 
will  be  reduced  by  the  less  stringent 
cytology  requirements  of  the  final 
regulations,  but  they  will  not  be 
completely  assuaged.  For  example, 
though  the  demand  on  cytotechnologists’ 
time  has  been  reduced  in  the  final  rule, 
it  will  still  increase  over  current  levels. 
This  will  undoubtedly  result  in 
processing  delays.  Lengthening  slide 
processing  time,  along  with  the  other 
operational  and  personnel-specific 
requirements  of  the  regulation,  will  drive 
provider  costs  up.  Already  an  industry 
with  small  profit  margins,  most  cytology 
labs  will  have  little  choice  but  to  pass 
on  cost  increases  to  consumers.  Some 
women  will  then  skip  or  delay  having 
Pap  tests  due  to  the  cost  increases. 

New  York  and  Maryland  are  the  only 
States  that  currently  regulate  cytology 
laboratories.  A  study  of  the  New  York 
State  program,  which  has  been  in 
existence  for  over  20  years,  strongly 
suggested  there  had  been  adverse 
effects  on  patient  access  imder  the 
auspices  of  regulation,  w'hile  no 
measurable  effect  on  the ‘cervical  cancer 
mortality  rate  had  been  achieved.  In 
reference  to  the  cytology  requirements 
of  the  NPRM,  the  author  of  this  New 
York  State  study  also  found  “many  labs 
in  South  Garolina  and  elsewhere  plan  to 
discontinue  Pap  smear  services  in  the 
face  of  these  costly  and  intrusive 
regulations”  (Austin,  1991).  Goncems 
about  access  arising  from  a  possible 
diminution  in  the  number  of  cytology 
labs  seem  less  valid.  In  reflecting  upon 
Maryland’s  implementation  of  its  own 
cytology  proficiency  testing  program. 
State  officials  agree  that  effects  on 
patient  access  have  been  minimal.  In  the 
first  year  of  comprehensive  regulation, 
only  three  cytopathologists  failed 
proficiency  tests,  and  consequently 
opted  to  relinquish  certification.  All 
three  were  able  to  refer  their  cytology 
work  elsewhere. 

Overall,  DeBay  and  Jarboe  saw  no 
adverse  impact  on  patient  access  to 
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adequate  Pap  testing.  Some  increase  in 
patient  fees  was  seen,  and  physicians 
said  that  the  cost  of  proficiency  testing 
caused  them  to  raise  their  prices. 
However,  in  drawing  comparisons  to  the 
potential  effects  of  the  final  rule,  it  must 
be  remembered  that  the  Marj'land 
program  is  less  demanding  than  the  Hnal 
CUA  rule.  Additionally,  access  to  Pap 
screening  in  rural  States  with  fewer 
laboratory  services  and  personnel  per 
capita  may  be  affected  more  negatively 
than  in  Maryland. 

Regulatory  efficiency  entails 
maintaining  the  balance  of  cost,  quality 
and  access  in  delivery  of  health  care. 

The  exhaustive  work  done  by  the 
Canadian  Task  Force  on  Cervical 
Cancer  Screening  in  1982  came  to 
general  conclusions  about  what 
constituted  efficiency  in  cytology 
screening  programs; 

•  First,  there  are  diminishing  returns 
with  the  increasing  frequency  of 
screening  in  a  given  cohort  of  women. 

•  Second,  in  light  of  diminishing 
returns,  and  from  the  point  of  view  of 
public  health,  it  is  better  to  spend  money 
on  increasing  the  number  of  women 
being  screened  initially  than  on 
increasing  the  frequency  of  screening  for 
women  who  have  already  been 
screened. 

•  Third,  again  from  the  point  of  view 
of  public  health,  establishing  a  policy  in 
which  screening  is  done  on  the  basis  of 
current  screening  history  of  the  target 
population  is  more  beneficial  than 
prescribing  a  lifetime  schedule  for  all 
women,  particularly  if  screening 
programs  are  organized  on  a  community 
basis. 

•  Fourth,  improving  the  quality  and 
sensitivity  of  screening  programs  will  be 
more  effective  than  increasing  the 
frequency  of  screening  in  reducing 
mortality. 

•  Finally,  although  women  are 
primarily  responsible  for  entering  and 
continuing  in  screening  programs 
themselves,  government-sponsored 
registries  are  essential  if  the  full 
potential  of  cervical  smear  programs  are 
to  be  realized.  (Canadian  Task  Force. 
1982) 

Personnel  Implications.  Beyond  the 
realm  of  cytology,  existing  shortages  in 
health  manpower  already  pose  access- 
related  concerns  that  may  be  intensified 
following  implementation  of  the  final 
rule.  Data  from  the  U.S.  Bureau  of  Labor 
Statistics  (BLS)  project  a  growth  in 
demand  for  laboratory  personnel  of 
approximately  23  percent  over  the  next 
10  years,  with  an  annualized  growth  rate 
of  approximately  2.3  percent  per  year. 
This  projected  growth  in  demand  is 
expected  to  occur  unevenly  across 
different  sectors  of  the  clinical 


laboratory  industry.  In  contrast,  by  the 
year  2000,  BLS  projects  that  labor 
demand  will  grow  as  follows: 


Hospitals  Laboratories .  -t-6.6% 

Physician  Office  Laboratories .  +53.5% 

Independent  Laboratories .  +53.7% 

Outpatient  Facility  Laboratories .  +145.3% 

All  Other  Laboratories .  + 102.3% 


Surveys  indicate  that  more  than  80 
percent  of  clinical  laboratories  have 
encountered  or  are  currently 
experiencing  a  shortage  of  technical 
personnel  (CAP,  1988).  CAP  is  one  of  the 
few  organizations  studying  this  topic, 
and  implementation  of  the  final  rule  is 
expected  to  spur  new  efforts  to  quantify 
the  effects  of  potential  personnel 
shortages  further.  In  the  meantime,  to 
make  matters  worse,  40  percent  of  the 
accredited  medical  technology  training 
programs  have  closed  since  1983  (Cepil. 
1989).  Laws  of  supply  and  demand 
would  predict  that,  as  the  labor  market 
constricts  and  demand  increases,  the 
current  labor  shortage  will  intensify. 
Upward  pressures  on  laboratory  wages 
will  drive  the  costs  of  laboratory 
services  higher  than  current  projects 
suggest.  The  present  analysis  of 
personnel  costs  under  the  final  rule  does 
not  adjust  for  these  economic  forces.  As 
a  result,  costs  that  appear  to  be  quite 
high  may  actually  be  understated. 

The  geographic  maldistribution  of 
personnel  in  some  health  care  fields  (i.e., 
physicians  and  registered  nurses)  has 
been  well  studied.  Less  research  has 
focused  on  the  distribution  of  allied 
health  personnel,  as  laboratory 
personnel  are  often  classified.  Clinical 
laboratory  education,  like  most  allied 
health  care  education,  takes  place 
primarily  in  metropolitan  areas. 
According  to  research  by  Hamburg, 
most  clinical  experience  in  laboratory 
science  is  provided  in  health  care 
settings  with  patient  volumes  sufficient 
to  support  state-of-the-art  technology. 
Graduates  are  subsequently  drawn  to 
employment  in  metropolitan  settings  for 
several  reasons.  Graduates  perceive 
these  settings  as  offering  higher  quality 
care,  greater  personal  challenge, 
broader  use  of  their  education,  and  the 
greater  stimulation  of  contact  with  peers 
and  supervisors. 

Hamburg  indicates  that  the  non¬ 
metropolitan  ratio  of  clinical  laboratory 
technicians  is  68.9  per  100,000 
population.  The  metropolitan  ratio  is 
120.5  per  100,000  population.  As  a 
percent  of  the  metropolitan  ratio,  the 
non-metropolitan  ratio  is  only  57 
percent,  indicating  a  potential  access 
problem  in  rural  areas  (Hamburg.  1985). 
However,  there  is  also  a  dearth  of 


comparable  studies  supporting  this 
finding,  and  CUA  implementation  is 
likely  to  draw  attention  to  the  need  for 
further  research. 
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List  of  Subjects 

42  CFR  Part  405 

Administrative  practice  and 
procedure.  Health  facilities.  Health 
professions.  Kidney  diseases.  Medicare, 
Reporting  and  recordkeeping 
requirements.  Rural  areas.  X-rays. 

42  CFR  Part  410 

Health  facilities.  Health  professions. 
Kidney  diseases.  Laboratories, 
Medicare,  Rural  areas.  X-rays. 

42  CFR  Part  416 

Health  facilities.  Kidney  diseases. 
Medicare,  Reporting  and  recordkeeping 
requirements. 

42  CFR  Part  417 

Administrative  practice  and 
procedure.  Grant  programs — health. 
Health  care.  Health  facilities.  Health 
insurance.  Health  maintenance 
organizations  (HMO),  Loan  programs — 
health.  Medicare.  Reporting  and 
recordkeeping  requirements. 

42  CFR  Part  418 

Health  facilities.  Hospice  care. 
Medicare,  Reporting  and  recordkeeping 
requirements. 

42  CFR  Part  440 

Grant  programs — health,  Medicaid. 
42  CFR  Part  482 

Grant  programs — health.  Hospitals. 
Medicaid.  Medicare,  Reporting  and 
recordkeeping  requirements. 


42  CFR  Part  483 

Grant  programs — health.  Health 
facilities.  Health  professions.  Health 
records,  Medicaid,  Medicare.  Nursing 
homes.  Nutrition,  Reporting  and 
recordkeeping  requirements.  Safety. 

42  CFR  Part  484 

Health  facilities.  Health  professions. 
Medicare,  Reporting  and  recordkeeping 
requirements. 

42  CFR  Part  485 

Grant  programs — health.  Health 
facilities,  Medicaid,  Medicare.  Reporting 
and  recordkeeping  requirements. 

42  CFR  Part  488 

Health  facilities.  Medicare,  Reporting 
and  recordkeeping  requirements. 

42  CFR  Part  491 

Grant  programs — health.  Health 
facilities.  Medicaid,  Medicare.  Reporting 
and  recordkeeping  requirements.  Rural 
areas. 

42  CFR  Part  493 

Grant  programs — health.  Health 
facilities.  Laboratories,  Medicaid. 
Medicare,  Reporting  and  recordkeeping 
requirements. 

42  CFR  Part  494 

Medicare,  Reporting  and 
recordkeeping  requirements.  X-rays. 

42  CFR  chapter  IV  is  amended  as  set 
forth  below: 

PART  405— FEDERAL  HEALTH 
INSURANCE  FOR  THE  AGED  AND 
DISABLED 

A.  Part  405  is  amended  as  follows: 

Subpart  U — CondRIona  for  Coverage 
of  Suppliers  of  EiKl*Stage  Renal 
Disease  (ESRD)  Services 

1.  The  authority  citation  for  part  405, 
subpart  U  is  revised  to  read  as  follows: 

Authority:  Secs.  1102, 1661. 1662(a).  1871, 
1674,  and  1881  of  the  Social  Security  Act  (42 
U.S.C.  1302, 1395X,  1395y(a).  1305hh.  1395kk. 
and  1385it);  and  sec.  353  of  the  Public  Health 
Service  Act  (42  US.C  263a),  unless  otherwise 
noted. 

2.  In  subpart  U.  §  405.2163  is  amended 
by  revising  paragraph  (b)  to  read  as 
follows: 

§  405.2163  Condition:  NHnimai  sorvice 
requirements  for  a  renai  diaiysis  facHIty  or 
renai  dialysis  center. 

e  •  •  •  * 

(b)  Standard:  Laboratory  services. 

The  dialysis  facility  makes  available 
laboratory  services  (other  than  the 
specialty  of  tissue  pathology  and 
histocompatibility  testing),  to  meet  the 


needs  of  the  ESRD  patient.  AH 
laboratory  services  must  be  performed 
by  an  appropriately  certiffed  laboratory 
in  accordance  with  part  493  of  this 
chapter.  If  the  renal  dialysis  facility 
furnishes  its  own  laboratory  services,  it 
must  meet  the  applicable  requirements 
established  for  certification  of 
laboratories  found  in  part  493  of  this 
chapter.  If  the  facility  does  not  provide 
laboratory  services,  it  must  make 
arrangements  to  obtain  these  services 
from  a  laboratory  certified  in  the 
appropriate  specialties  and 
subspecialties  of  service  in  accordance 
with  the  requirements  of  part  493  of  this 
chapter. 

***** 

3.  Section  405.2171  is  amended  by 
revising  paragraph  (d)  to  read  as 
follows: 

§  405.2171  Condition:  Minimal  sorvice 
requirements  for  a  renal  transplant  center. 
***** 

(d)  Standard:  Laboratory  services:  (1) 
The  Renal  Transplantation  Center 
makes  available,  directly  or  under 
arrangements,  laboratory  services  to 
meet  the  needs  of  ESRD  patients. 
Laboratory  services  are  performed  in  a 
laboratory  facility  certified  in  ‘ 
accordance  with  part  493  of  this  chapter. 

(2)  Laboratory  services  for 
crossmatching  of  recipient  serum  and 
donor  lymphocytes  for  pre-formed 
antibodies  by  an  acceptable  technique 
are  available  on  a  24-hour  emergency 
basis. 

***** 

PART  410— SUPPLEMENTARY 
MEDICAL  INSURANCE  (SMI)  BENEFITS 

B.  Part  410  is  amended  as  follows: 

1.  The  authority  citation  for  part  410  is 
revised  to  read  as  follows: 

Authority:  Secs.  1102, 1832, 1833, 1835, 
1861(r).  (s)  and  (cc),  1871,  and  1881  of  the 
Social  Security  Act  (42  U.S.C.  1302, 1395k, 
13951, 1395n.  1395x(r),  (s)  and  (cc).  139Shh. 
and  1395rr);  and  sec.  353  of  the  Public  Health 
Service  Act  (42  U.S.C.  263a). 

2.  In  §  410.5,  the  introductory  text  is 
revised  and  a  new  paragraph  (d)  is 
added  to  read  as  follows: 

§  410.5  Other  applicable  rules. 

The  following  other  rules  of  this 
chapter  set  forth  additional  policies  and 
procedures  applicable  to  four  of  the 
kinds  of  services  covered  under  the  SMI 
program: 

***** 

(d)  Part  493:  Laboratory  Services. 

3.  In  §  410.32,  the  introductory  text  of 
paragraph  (b)  is  republished  and 
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paragraphs  {b)(2)  and  (5)  are  revised  to 
read  as  follows: 

§  410.32  Diagnostic  X-ray  tests,  diagnostic 
laboratory  tests,  and  other  diagnostic  tests: 
Conditions. 

(b)  Diagnostic  laboratory  tests. 
Medicare  Part  B  pays  for  covered 
diagnostic  laboratory  tests  that  are 
furnished  by  any  of  the  following: 

*  ♦  *  •  ♦ 

(2)  A  nonparticipating  hospital  that 
meets  the  requirements  for  emergency 
outpatient  services  specified  in  subpart 
G  of  part  424  of  this  chapter  and  the 
laboratory  requirements  specified  in 
part  493  of  this  chapter. 

(5)  A  laboratory,  if  it  meets  the 
applicable  requirements  of  part  493  of 
this  chapter,  including  the  laboratory  of 
a  nonparticipating  hospital  that  does  not 
meet  the  requirements  for  emergency 
outpatient  services  in  subpart  G  of  part 
424  of  this  chapter. 

PART  416— AMBULATORY  SURGICAL 
SERVICES 

C.  Part  416  is  amended  as  follows: 

1.  The  authority  citation  for  part  416  is 
revised  to  read  as  follows: 

Authority:  Secs.  1102. 1832(a)(2).  1833, 1863 
and  1864  of  the  Social  Security  Act  (42  U.S.C. 
1302, 1395k(a)(2).  13951, 1395z,  and  1395aa): 
and  sec.  353  of  the  Public  Health  Service  Act 
(42  U.S.C.  263a). 

2.  Section  416.49  is  revised  to  read  as 
follows: 

§  416.49  Condition  for  coverage — 
Laboratory  and  radiologic  services. 

If  the  ASC  performs  laboratory 
services,  it  must  meet  the  requirements 
of  part  493  of  this  chapter.  If  the  ASC 
does  not  provide  its  own  laboratory 
services,  it  must  have  procedures  for 
obtaining  routine  and  emergency 
laboratory  services  from  a  certified 
laboratory  in  accordance  with  part  493 
of  this  chapter.  The  referral  laboratory 
must  be  certified  in  the  appropriate 
specialties  and  subspecialties  of  service 
to  perform  the  referred  tests  in 
accordance  with  the  requirements  of 
part  493  of  this  chapter.  The  ASC  must 
have  procedures  for  obtaining  radiologic 
services  from  a  Medicare  approved 
facility  to  meet  the  needs  of  patients, 

PART  417— HEALTH  MAINTENANCE 
ORGANIZATIONS,  COMPETITIVE 
MEDICAL  PLANS,  AND  HEALTH  CARE 
PREPAYMENT  PLANS 

D.  Part  417  is  amended  as  follows: 

1.  The  authority  citation  for  part  417  is 
revised  to  read  as  follows: 


Authority;  Secs.  1102. 1833(a)(1)(A), 
1861(s)(2)(H).  1871, 1874,  and  1878  of  the 
Social  Security  Act  (42  U.S.C.  1301, 
1395(a)(1)(A),  1395x(s)(2)(H),  1395hh,  1395kk, 
and  1395mm):  sec.  114(c)  of  Pub.  L.  97-248  (42 
U.S.C.  1395mm  note):  31  U.S.C.  9701;  and 
secs.  215,  353  and  1301  through  1318  of  the 
Public  Health  Service  Act  (42  U.S.C.  216, 

263a,  and  300e  through  300e-17),  unless 
otherwise  noted. 

2.  Section  417.107  is  amended  by 
revising  paragraph  (i)  to  read  as  follows; 

§  417.107  Organization  and  operation. 

•  *  *  «  # 

(i)  Certification  of  institutional 
providers.  Each  HMO  must  ensure  that 
institutional  providers  through  which  it 
provides  basic  and  supplemental  health 
services — 

(1)  Are  certified  either  under  title 
XVIII  of  the  Social  Security  Act 
(Medicare)  in  accordance  with  part  405 
of  this  chapter  or  under  title  XIX  of  the 
Social  Security  Act  (Medicaid)  in 
accordance  with  the  regulations 
governing  participation  of  providers  in 
the  Medical  Assistance  Program:  or 

(2)  In  the  case  of  hospitals,  are  either 
accredited  by  the  Joint  Commission  on 
Accreditation  of  Healthcare 
Organizations  or  the  American 
Osteopathic  Association  or  certified  by 
Medicare:  or 

(3)  In  the  case  of  laboratories  are 
certified  in  the  appropriate  specialties 
and  subspecialties  of  services  in 
accordance  with  the  requirements  of 
Part  493  of  this  chapter. 

*  •  ♦  *  « 

3.  Section  417.800  is  amended  by 
revising  paragraph  (b)  to  read  as 
follows: 

§  417.800  Reimbursement  of  health  care 
prepayment  plans;  definitions  and  basic 
rule. 

(b)  Qualifying  conditions.  (1)  Except 
as  provided  in  paragraph  (b)(2)  of  this 
section,  an  organization  wishing  to 
participate  as  an  HCPP  must — 

(1)  Enter  into  a  written  agreement  with 
HCFA  as  specified  in  §  417.801: 

(ii)  Furnish  physicians’  services 
through  its  employees  or  under  a  formal 
arrangement  with  a  medical  group, 
independent  practice  association  or 
individual  physicians:  and 

(iii)  Furnish  covered  Part  B  services  to 
its  Medicare  enrollees  through 
institutions,  entities,  and  persons  that 
have  qualified  under  the  applicable 
requirements  of  Title  XVIII  of  the  Social 
Security  Act  and  section  353  of  the 
Public  Health  Service  Act. 

(2)  An  organization  that,  as  of  January 
31, 1983.  was  being  reimbursed  on  a 
reasonable  cost  basis  under  section 
1833(a)(1)(A)  of  the  Act,  and  that  would 


not  otherwise  meet  the  conditions 
specified  in  paragraph  (b)(1)  of  this 
section,  may  receive  reimbursement  on 
a  reasonable  cost  basis  as  an  HCPP, 
provided  it  files  an  agreement  with 
HCFA  as  required  by  §  417.801. 


PART  418— HOSPICE  CARE 

E.  Part  413  is  amended  as  follows: 

1.  The  authority  citation  for  part  418  is 
revised  to  read  as  follows: 

Authority:  Secs.  1102, 1812(a)(4),  1812(d), 
1813(a)(4),  1814(a)(7),  1814(i),  1816(e)(5), 
1861(dd),  and  1871  of  the  Social  Security  Act 
(42  U.S.C.  1302, 1395d(a)(4),  1395d(d), 
1395e(a)(4),  1395f(a)(7),  1395f(i),  1395h(e)(5), 
1395x(dd),  and  1395hh);  and  sec.  353  of  the 
Public  Health  Service  Act  (42  U.S.C.  263a). 

2.  Section  418.92  is  revised  to  read  as 
follows; 

§  4 1 8.92  Condition  of  participation — 
Physical  therapy,  occupational  therapy,  and 
speech-language  pathology. 

(a)  Physical  therapy  services, 
occupational  therapy  services,  and 
speech-language  patholgy  services  must 
be  available,  and  when  provided, 
offered  in  a  manner  consistent  with 
accepted  standards  of  practice. 

(b) (1)  If  the  hospice  engages  in 
laboratory  testing  outside  of  the  context 
of  assisting  an  individual  in  self- 
administering  a  test  with  an  appliance 
that  has  been  cleared  for  that  purpose 
by  the  FDA.  such  testing  must  be  in 
compliance  with  all  applicable 
requirements  of  part  493  of  this  chapter. 

(2)  If  the  hospice  chooses  to  refer 
specimens  for  laboratory  testing  to 
another  laboratory,  the  referral 
laboratory  must  be  certified  in  the 
appropriate  specialties  and 
subspecialties  of  services  in  accordance 
with  the  applicable  requirements  of  part 
493  of  this  chapter. 

PART  440— SERVICES:  GENERAL 
PROVISIONS 

F.  Part  440  is  amended  as  follows; 

1.  The  authority  citation  for  part  440 
continues  to  read  as  follows: 

Authority:  Sec.  1102  of  the  Social  Security 
Act  (42  U.S.C.  1302). 

2.  In  §  440.30,  the  introductory  text  is 
republished  and  paragraphs  (a)  and  (c) 
are  revised  to  read  as  follows: 

§  440.30  Other  laboratory  and  X-ray 
services. 

Other  laboratory  and  X-ray  services 
means  professional  and  technical 
laboratory  and  radiological  services — 

(a)  Ordered  and  provided  by  or  under 
the  direction  of  a  physician  or  other 
licensed  practioner  of  the  healing  arts 
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within  the  scope  of  his  practice  as 
defined  by  State  law  or  ordered  by  a 
physician  but  provided  by  referral 
laboratory; 

#  *  *  •  * 

(c)  Furnished  by  a  laboratory  that 
meets  the  requirements  of  part  493  of 
this  chapter. 

PART  482-CONOITIONS  OF 
PARTICIPATION  FOR  HOSPITALS 

G.  Part  482  is  amended  as  follows: 

1.  The  authority  citation  for  part  482  is 
revised  to  read  as  follows: 

Authority:  Secs.  1102, 1138. 1814(a)(6).  1661 
(e).  (0.  (k).  (r).  (v)(l)(G).  (z).  and  (ee).  1064. 
1871. 1883. 1886. 1902(a)(30).  and  1905(a)  of 
the  Social  Security  Act  (42  U.S.C.  1302, 1338. 
1395f(aM6).  1395X  (e).  (f).  (k).  (r).  (vKl)(G).  (z). 
and  (ee).  1395aa,  1395hh,  1395tt  1395ww, 
1396a(a)(30),  and  139e(a));  and  sec.  353  of  the 
Public  Health  Service  Act  (42  U.S.C.  283a). 

Subpart  C — Basic  Hospital  Functions 

2.  Section  482.27  is  revised  as  follows: 

S  482.27  Condition  of  participation: 
Laboratory  aarvicaa. 

(a)  The  hospital  must  maintain,  or 
have  available,  adequate  laboratory 
services  to  meet  the  needs  of  its 
patients.  The  hospital  must  ensure  that 
all  laboratory  serv'ices  provided  to  its 
patients  are  performed  in  a  facility 
certiHed  in  accordance  with  part  493  of 
this  chapter. 

(b)  Standard:  Adequacy  of  laboratory 
services.  The  hospital  must  have 
laboratory  services  available,  either 
directly  or  through  a  contractual 
agreement  with  a  certiHed  laboratory 
that  meets  requirements  of  part  493  of 
this  chapter. 

(1)  Emergency  laboratory  services 
must  be  available  24  hours  a  day. 

(2)  A  written  description  of  services 
provided  must  be  available  to  the 
medical  staff. 

(3)  The  laboratory  must  make 
provision  for  proper  receipt  and 
reporting  of  tissue  specimens. 

(4)  The  medical  stai?  and  a  pathologist 
must  determine  which  tissue  specimens 
require  a  macroscopic  (gross) 
examination  and  which  require  both 
macroscopic  and  microscopic 
examinations. 

Subpart  D — Optional  Hospital  Services 

3.  Section  482.53  is  amended  by 
revising  paragraph  (b)(3)  to  read  as 
follows: 

§  482.53  Condition  of  participation: 
Nuclear  medicine  services. 
***** 

(b)  Standard:  Delivery  of  service. 


(3)  If  laboratory  tests  are  performed  in 
the  nuclear  medicine  service,  the  service 
must  meet  the  applicable  requirement 
for  laboratory  services  specified  in 
S  482.27. 

***** 

4.  Section  482.57  is  amended  by 
revising  paragraph  (b)(2)  to  read  as 
follows: 

§  482.57  Condition  of  participation: 
Respiratory  care  services. 
***** 

(b)  Standard:  Delivery  of  Services. 

•  *  * 

(2)  If  blood  gases  or  other  laboratory 
tests  are  performed  in  the  respiratory 
care  unit,  the  unit  must  meet  the 
applicable  requirements  for  laboratory 
services  speciHed  in  S  482.27. 


PART  483— REQUIREMENTS  FOR 
STATES  AND  LONG  TERM  CARE 
FACIUTIES 

H.  Part  483  is  amended  as  follows: 

I.  The  authority  citation  for  part  483  is 
revised  to  read  as  follows: 

Authority:  Secs.  1102. 1819  (a)-(d).  1861(j) 
and  (1).  1863, 1871, 1902(a)(28).  1905  (a)  and 

(c).  and  1919(a)-(d)  of  the  ^cial  Security  Act 
(42  U.S.C.  1302, 1395(i)(3)  (aHd).  1395x  (j) 
and  (1),  1395hh.  1396a(a)(28),  and  1396d(c) 
and  1396r  (a>-(d))  and  sec.  353  of  the  Public 
Health  Service  Act  (42  U.S.C.  263a).  unless 
otherwise  noted. 

Subpart  B— Requirements  for  Long 
Term  Care  Facilities 

2.  In  subpart  B,  §  483.75  is  amended  by 
revising  the  section  heading  and 
paragraph  (j)  to  read  as  follows: 

§  483.75  Level  A  requirement: 
Administration. 

***** 

(j)  Level  B  requirement:  Laboratory 
services.  (1)  The  facility  must  provide  or 
obtain  laboratory  services  to  meet  the 
needs  of  its  residents.  The  facility  is 
responsible  for  the  quality  and 
timeliness  of  the  services. 

(i)  If  the  facility  provides  its  own 
laboratory  services,  the  services  must 
meet  the  applicable  requirements  for 
laboratories  specified  in  part  493  of  this 
chapter. 

(ii)  If  the  facility  provides  blood  bank 
and  transfusion  services,  it  must  meet 
the  applicable  requirements  for 
laboratories  specified  in  part  493  of  this 
chapter. 

(iii)  If  the  laboratory  chooses  to  refer 
specimens  for  testing  to  another 
laboratory,  the  referral  laboratory  must 
be  certified  in  the  appropriate 
specialties  and  subspecialties  of 
services  in  accordance  with  the 
requirements  of  part  493  of  this  chapter. 


(iv)  If  the  facility  does  not  provide 
laboratory  services  on  site,  it  must  have 
an  agreement  to  obtain  these  services 
from  a  laboratory  that  meets  the 
applicable  requirements  of  part  493  of 
this  chapter. 

(2)  The  facility  must — 

(1)  Provide  or  obtain  laboratory 
services  only  when  ordered  by  the 
attending  physician; 

(ii)  Promptly  notify  the  attending 
physican  of  the  findings; 

(iii)  Assist  the  resident  in  making 
transportation  arrangements  to  and  from 
the  source  of  service,  if  the  resident 
needs  asistance; 

(iv)  File  in  the  resident’s  clinical 
record  laboratory  reports  that  are  dated 
and  contain  the  name  and  address  of  the 
testing  laboratory. 

***** 

Subpart  I — Corulitioiia  of  Participation 
for  Intermediate  Care  Facilities  for  the 
Mentally  Retarded 

3.  Section  483.460  is  amended  by 
revising  paragraph  (n)  to  read  as 
follows: 

§  483.480  Condition  of  participation: 

Health  care  eervicee. 
***** 

(n)  Standard:  Laboratory  services.  (1) 
If  a  facility  chooses  to  provide 
laboratory  services,  the  laboratory  must 
meet  the  requirements  specified  in  part 
493  of  this  chapter. 

(2)  If  the  laboratory  chooses  to  refer 
specimens  for  testing  to  another 
laboratory,  the  referral  laboratory  must 
be  certified  in  the  appropriate 
specialties  and  subspecialities  of  service 
in  accordance  with  the  requirements  of 
part  493  of  this  chapter. 

PART  484— CONDITIONS  OF 
PARTICIPATION:  HOME  HEALTH 
AGENCIES 

I.  Part  484  is  amended  as  follows: 

1.  The  authority  citation  for  part  484  is 
revised  to  read  as  follows: 

Authority:  Sec.  1102, 1861,  lB66(a),  1871  and 
1891  of  the  Social  Security  Act  (42  U.S.C. 

1302, 13g5x.  1395cc(a),  1395hh.  and  1395bbb); 
and  sec.  353  of  the  Public  Health  Service  Act 
(42  U.S.C.  263a). 

2.  Section  484.14  is  amended  by 
adding  a  new  paragraph  (j)  to  read  as 
follows: 

§  484.14  Condition  of  participation: 
Organization,  services,  and  administration. 
***** 

(j)  Standard:  Laboratory  services.  (1) 
If  the  HHA  engages  in  laboratory  testing 
outside  of  the  context  of  assisting  an 
individual  in  self-administering  a  test 
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with  an  appliance  that  has  been  cleared 
for  that  purpose  by  the  FDA,  such 
testing  must  be  in  compliance  with  all 
applicable  requirements  of  part  493  of 
this  chapter. 

(2)  If  the  HHA  chooses  to  refer 
specimens  for  laboratory  testing  to 
another  laboratory,  the  referral 
laboratory  must  be  certified  in  the 
appropriate  specialties  and 
subspecialties  of  services  in  accordance 
with  the  applicable  requirements  of  part 
493  of  this  chapter. 

PART  485--CONDmONS  OF 
PARTICIPATION  AND  CONDITIONS 
FOR  COVERAGE:  SPECIAUZED 
PROVIDERS 

J.  Part  435  is  amended  as  follows; 

1.  The  authority  citation  for  part  485  is 
revised  to  read  as  follows: 

Authority:  Secs.  1102, 1138, 1861  (aa)  and 
(cc)  and  1871  of  the  Social  Security  Act  (42 
U.S.C.  1302, 1320b-8, 1395x  and  1395hhl:  and 
sec.  353  of  the  Public  Health  Service  Act 
(U.S.C.  263a). 

2.  Section  485.58  is  amended  by 
adding  a  new  paragraph  (g)  to  read  as 
follows: 

§  485.58  Condition  of  participation: 
Comprehensive  rehabiiitation  program. 

*  *  «  •  • 

(g)  Standard:  Laboratory  services.  (1) 

If  the  facility  provides  its  own 
laboratory  services,  the  services  must 
meet  the  applicable  requirements  for 
laboratories  specified  in  part  493  of  this 
chapter. 

(2)  If  the  facility  chooses  to  refer 
specimens  for  laboratory  testing,  the 
referral  laboratory  must  be  certified  in 
the  appropriate  specialties  and 
subspecialties  of  services  in  accordance 
with  the  requirements  of  part  493  of  this 
chapter. 

3.  In  §  485.304,  the  introductory  text  is 
republished  and  a  new  paragraph  (q)  is 
added  to  read  as  follows: 

§  485.304  Condition:  Ouaiifications 
requirod  of  an  organization  for  it  to  be  a 
designated  organ  procurement 
organization. 

To  be  designated  by  the  Secretary  as 
the  OPO  for  its  service  area  in 
accordance  with  §  485.303  of  this 
subpart,  an  organization  must  at  the 
time  of  application  and  throughout  the 
period  of  its  designation — 

*  * 

(q)  Assure  appropriate  tests 
consistent  with  OPTTJ  standards  and 
G3C  guidelines  are  performed  by  a 
laboratory  that  is  certified  in  the 
appropriate  specialty  or  subspecialty  of 
service  in  accordance  with  the 
requirements  of  part  493  of  this  chapter, 
including  tests  to  prevent  the  acquisition 


of  organs  that  are  infected  with  the 
etiologic  agent  for  acquired  immune 
deficiency  syndrome. 

PART  488— SURVEY  AND 
CERTIFICATION  PROCEDURES 

K.  Part  488  is  amended  as  follows: 

1.  The  authority  citation  for  part  488  is 
revised  to  read  as  follows: 

Authority:  Secs.  1102, 1814, 1861, 1865, 1866, 
1871, 1880, 1881  and  1883  of  the  Social 
Security  Act  (42  U.S.C.  1302, 1395f,  t395x, 
1395bb,  1395CC,  1395hh,  1395qq,  1395rr  and 
1395tt];  and  sec.  353  of  the  Public  Health 
Service  Act  (42  U.S.C.  263a]. 

§  488.52  [Removed] 

2.  Section  488.52  is  removed  and 
reserved. 

PART  491— CERTIFICATION  OF 
CERTAIN  HEALTH  FACIUTIES 

L.  Part  491  is  amended  as  follows: 

1.  The  authority  citation  for  part  491  is 
revised  to  read  as  follows: 

Authority:  Sec.  1102  of  the  Social  Security 
Act  (42  U.S.C.  1302);  and  sec.  353  of  the  Public 
Health  Service  Act  (42  U.S.C.  263a]. 

Subpart  A— Rural  Health  Clinics: 
Conditions  for  Certification 

2.  Section  491.9  is  amended  by 
revising  paragraph  (c](2],  republishing 
paragraph  (d)(1)  introductory  text,  and 
revising  paragraph  (d)(l)(iii)  to  read  as 
follows; 

§  49 1 .9  Provision  of  services. 
***** 

[c]  Direct  services — *  *  * 

(2)  Laboratory. 

(i)  The  clinic  provides  basic 
laboratory  services  essential  to  the 
immediate  diagnosis  and  treatment  of 
the  patient,  including: 

(A)  Chemical  examinations  of  urine 
by  stick  or  tablet  methods  or  both 
(including  urine  ketones); 

(B)  Microscopic  examinations  of  urine 
sediment; 

(C)  Hemoglobin  or  hematocrit; 

(D)  Blood  sugar; 

(E)  Gram  stain; 

(F)  Examination  of  stool  specimens  for 
occult  blood; 

(G)  Pregnancy  tests; 

(H)  Primary  culturing  for  transmittal 
to  a  certified  laboratory;  and 

(I)  Test  for  pinworm. 

(ii)  All  laboratory  services  provided 
by  the  clinic  must  meet  the  applicable 
requirements  of  part  493  of  this  chapter. 
***** 

(d)  Services  provided  through 
agreements  or  arrangements.  (1)  The 
clinic  has  agreements  or  arrangements 
with  one  or  more  providers  or  suppliers 


participating  under  Medicare  or 
Medicaid  to  furnish  other  services  to  its 
patients,  including: 

***** 

(iii)  Additional  and  specialized 
diagnostic  and  laboratory  services  that 
are  not  available  at  the  clinic.  If  the 
facility  chooses  to  refer  specimens  for 
testing  to  another  laboratory,  the 
referral  laboratory  must  be  certified  in 
accordance  with  the  requirements  of 
P&rt  493  of  this  chapter. 
***** 

PART  493— LABORATORY 
REQUIREMENTS 

M.  Part  493  is  amended  as  follows: 

1.  The  authority  citation  for  part  493  is 
revised  to  read  as  follows: 

Authority:  Sec.  353  of  the  Public  Health 
Service  Act,  secs.  1102, 1861(e),  the  sentence 
following  11861(8)(11),  1861(s)(12),  1861(s)(13), 
1861(s)(14),  1861(s)(15],  and  1861(s](16)  of  the 
Social  Security  Act  (42  U.S.C.  1302, 1395x(e), 
the  sentence  following  1395x(s)(ll), 
1395x(s)(12).  1395x(s)(13).  1395x(s)(14), 
1395x(s){15).  and  1395x(s)(18)). 

2.  The  table  of  contents  for  part  493  is 
revised  to  read  as  follows: 

PART  493— LABORATORY 
REQUIREMENTS 

Subpart  A — General  Provisions 

Sec. 

493.1  Basis  and  scope. 

493.2  Definitions. 

493.3  Applicability. 

493.10  Categories  of  tests  by  complexity. 
493.15  Laboratories  performing  waived 
tests. 

493.17  Test  categorization. 

493.20  Laboratories  performing  tests  of 
moderate  complexity. 

493.25  Laboratories  performing  tests  of  high 
complexity. 

Subpart  B — Certificate  of  Waiver 

493.35  Application  for  a  certificate  of 
waiver. 

493.37  Requirements  for  a  certificate  of 
waiver. 

493.39  Notification  requirements  for 
laboratories  issued  a  certihcate  of 
waiver. 

Subpart  C— Registration  Certificate  and 
Certificate 

493.43  Application  for  registration 
certificate  and  certihcate. 

493.45  Requirements  for  a  registration 
certificate. 

493.49  Requirements  for  a  certificate. 

493.51  Notification  requirements  for 
laboratories  issued  a  certificate. 

Subpart  D— Certificate  of  Accreditation 

493.55  Application  for  registration 
certificate  and  certificate  of 
accreditation. 
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493.57  Requirements  for  a  registration 
certificate. 

493.61  Requirements  for  a  certificate  of 
accreditation. 

493.63  Notification  requirements  for 
laboratories  issued  a  certificate  of 
accreditation. 

Subpart  E— (Reserved] 

Subpart  F— General  Administration 

493.602  Scope  of  subpart.  [Reserved] 

493.606  Applicability  of  subpart.  {Reser\'ed] 
493.610  Certificate  requirements  for 
laboratories.  [Reserved] 

493.614  Application  procedures.  [Reserved] 
493.618  Additional  application 
requirements.  [Reserved] 

493.622  Appeals  procedures.  [Reserved] 
493.626  Registration  certificate.  [Reserved] 

493.630  Certificate.  [Reserved] 

493.631  Certificate  of  waiver.  [Reserved] 

493.632  Certificate  of  accreditation. 
[Reserved] 

493.633  Applicability  of  certificate, 
certificate  of  waiver,  and  certificate  of 
accreditation.  [Reserved] 

493.634  Notification  of  changes.  [Reserved] 

493.638  Registration  certificate  and 
certificate  fees. 

493.639  Fee  for  revised  certiHcate. 

493.643  Fee  for  determination  of  program 

compliance. 

493.645  Fee  (s)  applicable  to  accredited 
laboratories/approved  State  licensure 
programs. 

493.646  Payment  of  fees. 

493.649  Methodology  for  determining  fee 
amount. 

Subpart  Q— [Reserved] 

Subpart  H— Participation  in  Proficiency 
Testing  for  Laboratories  Performing  Tests 
of  Moderate  or  High  Complexity,  or  Both 

493.801  Condition:  Enrollment  and  testing  of 
samples. 

493.803  Condition:  Successful  participation. 
493.807  Condition:  Reinstatement  of 

laboratories  performing  tests  of  moderate 
or  high  complexity,  or  both,  after  failure 
to  participate  successfully. 

Proficiency  Testing  by  Specialty  and 
Subspecialty  for  Laboratories  Performing 
Tests  of  Moderate  or  High  Complexity,  or 
Both 

493.821  Condition:  Microbiology. 

493.823  Standard;  Bacteriology. 

493.825  Standard;  Mycobacteriology. 

493.827  Standard;  Mycology. 

493.829  Standard;  Parasitology. 

493.831  Standard;  Virology. 

493.833  Condition:  Diagnostic  immunology. 
493.835  Standard;  Syphilis  serology. 

493.837  Standard;  General  immunology. 
493.839  Condition:  Chemistry. 

493.841  Standard;  Routine  chemistry. 
493.843  Standard;  Endocrinology. 

493.845  Standard;  Toxicology. 

493.849  Condition:  Hematology. 

493.851  Standard;  Hematology. 

493.853  Condition:  Pathology. 

493.855  Standard;  Cytology;  gynecologic 
examinations. 

493.857  Condition;  Immunohematology. 
493.859  Standard;  ABO  group  and  D  (Rho) 
typing. 


See. 

493.861  Standard;  Unexpected  antibody 
detection. 

493.863  Standard;  Compatibility  testing. 
493.865  Standard;  Antibody  identiHcation. 

Subpart  I — Proficiency  Testing  Programs 
for  Tests  of  Moderate  or  High  Complexity, 
or  Both 

493.901  Approval  of  proHciency  testing 
programs. 

493.903  Administrative  responsibilities. 
493.905  Nonapproved  proficiency  testing 
programs. 

Proficiency  Testing  Programs  by  Specialty 
and  Subspecialty 

493.909  Microbiology. 

493.911  Bacteriology. 

493.913  Mycobacteriology. 

493.915  Mycology. 

493.917  Parasitology. 

493.919  Virology. 

493.921  Diagnostic  immunology. 

493.923  Syphilis  serology. 

493.927  General  Immunology. 

493.929  Chemistry. 

493.931  Routine  chemistry. 

493.933  Endocrinology. 

493.937  Toxicology. 

493.941  Hematology  (including  routine 
hematology  and  coagulation). 

493.945  Cytology;  gynecologic  examinations. 
493.959  Immunohematology. 

Subpart  J— Patient  Test  Management  for 
Moderate  or  High  Complexity  Testing,  or 
Both. 

493.1101  Condition;  Patient  test 
management;  moderate  or  high 
complexity  testing,  or  both. 

493.1103  Standard;  Procedures  for  specimen 
submission  and  handling. 

493.1105  Standard;  Test  requisition. 

493.1107  Standard;  Test  records. 

493.1109  Standard;  Test  report. 

493.1111  Standard;  Referral  of  specimens. 

Subpart  K— Quality  Control  for  Tests  of 
Moderate  or  High  Complexity,  or  Both 

493.1201  Condition;  General  quality  control 
for  tests  of  moderate  or  high  complexity, 
or  both. 

493.1202  Standard;  Moderate  or  high 
complexity  testing,  or  both;  Effective 
from  September  1, 1992  to  September  1. 
1994. 

493.1203  Standard;  Moderate  or  high 
complexity  testing,  or  both;  Effective 
beginning  September  1, 1994. 

493.1204  Standard;  Facilities. 

493.1205  Standard;  Test  methods, 
equipment,  instrumentation,  reagents, 
materials,  and  supplies. 

493.1211  Standard;  I^ocedure  manual. 
493.1213  Standard;  Establishment  and 
verification  of  method  performance 
specifications. 

493.1215  Standard;  Equipment  maintenance 
and  function  checks. 

493.1217  Standard;  Calibration  and 
calibration  verification  procedures. 

493.1218  Standard;  Control  procedures. 

493.1219  Standard;  Remedial  actions. 
493.1221  Standard;  Quality  control  records. 
493.1223  Condition;  Quality  control — 

specialties  and  subspecialties  for  tests  of 
moderate  or  high  complexity,  or  both. 


493.1225  Condition;  Microbiology. 

493.1227  Condition;  Bacteriology. 

493.1229  Condition;  Mycobacteriology. 

493.1231  Condition:  Mycology. 

493.1233  Condition:  Parasitology. 

493.1235  Condition:  Virology. 

493.1237  Condition:  Diagnostic  immunology. 

493.1239  Condition:  Syphilis  serology. 

493.1241  Condition:  General  immunology. 

493.1243  Condition:  Chemistry. 

493.1245  Condition:  Routine  chemistry. 

493.1247  Condition:  Endocrinology. 

493.1249  Condition:  Toxicology. 

493.1253  Condition:  Hematology. 

493.1255  Condition:  Pathology. 

493.1257  Condition:  Cytology. 

493.1259  Condition:  Histopathology. 

493.1261  Condition:  Oral  pathology. 

493.1263  Condition:  Radiobioassay. 

493.1265  Condition:  Histocompatibility. 

493.1267  Condition:  Clinical  cytogenetics. 

493.1269  Condition:  Immunohematology. 

493.1271  Condition:  Transfusion  services 
and  bloodbanking. 

493.1273  Standard;  Immunohematological 
collection,  processing,  dating  periods, 
labeling  and  distribution  of  blood  and 
blood  products. 

493.1275  Standard;  Blood  and  blood 
products  storage  facilities. 

493.1277  Standard;  Arrangement  for 
services. 

493.1279  Standard;  Provision  of  testing. 

493.1283  Standard;  Retention  of  samples  of 
transfused  blood. 

493.1285  Standard;  Investigation  of 
transfusion  reactions. 

Subpart  L— (Reserved] 

Subpart  M — Personnel  for  Moderate  and 

High  Complexity  Testing 

493.1401  General. 

Laboratories  Performing  Moderate 

Complexity  Testing 

493.1403  Condition;  Laboratories  performing 
moderate  complexity  testing;  laboratory 
director. 

493.1405  Standard;  Laboratory  director 
qualibcations. 

493.1407  Standard;  Laboratory  director 
responsibilities. 

493.1409  Condition;  Laboratories  performing 
moderate  complexity  testing;  technical 
consultant. 

493.1411  Standard;  Technical  consultant 
qualifications. 

493.1413  Standard;  Technical  consultant 
responsibilities. 

493.1415  Condition:  Laboratories  performing 
moderate  complexity  testing;  clinical 
consultant. 

493.1417  Standard;  Clinical  consultant 
qualiHcations. 

493.1419  Standard;  Clinical  consultant 
responsibilities. 

493.1421  Condition;  Laboratories  performing 
moderate  complexity  testing;  testing 
personnel. 

493.1423  Standard;  Testing  personnel 
qualifications. 

493.1425  Standard;  Testing  personnel 
responsibilities. 
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493.1441  Condition:  Laboratories  performing 
high  complexity  testing;  laboratory 
director. 

493.1443  Standard;  Laboratory  director 
qualifications. 

493.1445  Standard;  Laboratory  director 
responsibilities. 

493.1447  Condition;  Laboratories  performing 
high  complexity  testing;  technical 
supervisor. 

493.1449  Standard:  Technical  supervisor 
qualifications. 

493.1451  Standard;  Technical  supervisor 
responsibilities. 

493.1453  Condition:  Laboratories  performing 
high  complexity  testing;  clinical 
consultant. 

493.1455  Standard;  Clinical  consultant 
qualiHcations. 

493.1457  Standard;  Clinical  consultant 
responsibilities. 

493.1459  Condition:  Laboratories  performing 
high  complexity  testing;  general 
supervisor. 

493.1461  Standard;  General  supervisor 
qualifications. 

493.1463  Standard;  General  supervisor 
responsibilities. 

493.1467  Condition:  Laboratories  performing 
high  complexity  testing;  Cytology  general 
supervisor. 

493.1469  Standard;  Cytology  general 
supervisor  qualifications. 

493.1471  Standard;:  Cytology  general 
supervisor  responsibilities. 

493.1481  Condition:  Laboratories  performing 
high  Complexity  testing; 
cytotechnologist. 

493.1483  Standard:  Cytotechnologist 
qualifications. 

493.1485  Standard;  Cytotechnologist 
responsibilities. 

493.1487  Condition:  Laboratories  performing 
High  Complexity  testing;  testing 
personneL 

493.1489  Standard:  Testing  personnel 
qualifications. 

493.1495  Standard;  Testing  personnel 
responsibilities. 

Subparts  N-O— (Resarved] 

Subpart  P— Quality  Asauranca  for  Moderate 

or  High  Complexity  Testing,  or  Both 

493.1701  Condition;  Quality  assurance  for 
moderate  or  high  complexity  testing,  or 
both. 

493.1703  Standard:  Patient  test  management 
assessment. 

493.1705  Standard:  Quality  control 
assessment. 

493.1707  Standard;  Proficiency  testing 
assessment. 

493.1709  Standard;  Comparison  of  test 
results. 

493.1711  Standard;  Relationship  of  patient 
information  to  patient  test  results. 

493.1713  Standard;  Personnel  assessment. 

493.1715  Standard;  Communications. 

493.1717  Standard;  Complaint 
investigations. 

493.1719  Standard;  Quality  assurance 
review  with  staff. 


Sec. 

493.1721  Standard;  Quality  assurance 
records. 

Subpart  Q— Inspection 

493.1775  Condition:  Inspection  of 
laboratories  issued  a  certificate  of 
waiver. 

493.1777  Condition:  Inspection  of  all 

laboratories  not  issued  a  certificate  of 
waiver  or  a  certificate  of  accreditation. 
493.1780  Condition:  Inspection  of  accredited 
and  State-exempt  laboratories^ 

Subparte  R-S>-{  Resarved] 

Subpart.  T— Consultations 

493:2001  Establishment  and  function  of  the 
Clinical  Laboratory  Improvement 
Advisory  Committee. 

3.  By  revising  subpart  A,  adding 
subparts  B  through  D,  reserving  subpart 
E,  amending  subpart  F  by  removing  the 
text  of  §§493.602  through  493.634  and 
reserving  the  section  headi.ngs,  removing 
and  reserving  subpart  G,  and  revising 
subparts  H  through  K  to  read  as  follows: 

Subpart  A— General  Provisions 

§  498.t  BmIs  and  scope. 

This  part  sets  forth  the  conditions  that 
all  laboratories  must  meet  to  be  certified 
to  perform  testing  on  human  specimens 
under  the  Clinical  Laboratory 
Improvement  Amendments  of  1988 
(CLIA);  It  implements  sections  1881  (e), 
and  (i),  the  sentence  following  section 
1861(s)(13),  and  1902(a](9}  of  the  Social 
Security  Act,  and  section  363  of  the 
Public  Health  Service  Act.  This  part 
applies  to  ail  laboratories  as  defined 
under  “laboratory”  in  §  493.2  of  this 
part.  This  part  also  applies  to 
laboratories  seeking  payment  under  the 
Medicare  and  Medicaid  programs.  The 
requirements  are  the  same  for  Medicare 
approval  as  for  CLIA  certification. 

§  493.2  Definitions. 

As  used  in  this  part — 

Accredited  institution  means  a  school 
or  program  which — 

(a)  Admits  as  regular  student  only 
persons  having  a  certificate  of 
graduation  from  a  school  providing 
secondary  education,  or  the  recognized 
equivalent  of  such  certificate; 

(b)  Is  legally  authorized  within  the 
State  to  provide  a  program  of  education 
beyond  secondary  education: 

(c)  Provides  an  educational  program 
for  which  it  awards  a  bachelbt'a:  degree 
or  provides  not  less  than  a  Z-year 
program  which  is  acceptabla  fee  fuUi 
credit  toward  such  a  degree,  or  provides, 
an  educational  program  for  which  i4 
awards  a  master’s  or  dbctocal  degree; 

(d)  Is  accredited  by  a  natiienally 
recognized  accrediting  agency  or 
association. 


This  definition  includes  any  foreign 
institution  of  higher  education  that  HHS 
or  its  designee  determines  meets 
substantially  equivalent  requirements. 

Ano/yte  means  a  substance  or 
constituent  for  which  the  laboratory 
conducts  testing. 

Authorized  person  means  an 
individual  authorized  under  State  law  to 
order  tests  or  receive  test  results,  or 
both. 

Automated  meaxis  an  instrument  or 
test  system  in  which  all  analytical 
processes,  including  sample  and  reagent 
uptake,  sample/rcagent  interaction, 
chemical/biological  analysis,  result 
calculation  and  result  readout  are 
mechanized. 

Challenge  means,  for  quantitative 
tests,  an  assessment  of  the  amount  of 
substance  or  analyte  present  or 
measured  in  a  sample..  For  qualitative 
tests,  a  challenge  means  the 
determination  of  the  presence  or  the 
absence  of  an  analyte,  organism,  or 
substance  in  a  sample. 

CLIA  means  the  Clinical  Laboratory 
Improvement  Amendments  of  1988. 

HHS  means  the  Department  of  Health 
and  Human  Services,  or  its  designee. 

Kit  means  all  components  of  a  test 
that  are  packaged  together. 

Laboratory  means  a  facility  for  the 
biological,  microbiological,  serological, 
chemicaL  immunohematological, 
hematological,  biophysical,  cytological, 
pathological,  or  other  examination  of 
materials  derived  fi'om  the  human  body 
for  the  purpose  of  providing  information 
for  the  diagnosis,  prevention,  or 
treatment  of  any  disease  or  impairment 
of,  or  the  assessment  of  the  health  of, 
human  beings.  These  examinations  also 
include  procedures  to  determine, 
measure,  or  otherwise  describe  the 
presence  or  absence  of  various 
substances  or  organisms  in  the  body. 
Facilities  only  collecting  or  preparing 
specimens  (or  both)  or  only  serving  as  a 
mailing  service  and  not  performing 
testing  are  not  considered  laboratories. 

Peiforrnance  characteristic  means  a 
property  of  a  test  ttiat  is  used  to 
describe  its  quality,  e.g.,  accuracy, 
precision,  analytical  sensitivity, 
analytical  specificity,  reportable  range, 
reference  range,  etc. 

Performance  specification  means  a 
value  or  range  of  values  for  a 
performance  characteristic,,  established 
or  verified  by  the  laboratory,  that  is. 
used  to  descnibe  the  quality  of  patient 
test  resul'ts. 

R'eferee  laboratory  means  a 
laboratory  currently  in  comptiaace  with 
applicable  CUA seq,uirement8t  that  ha» 
had  a  record  o£  satisfactory  proficiency 
testing  performance  for  all  testing 
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events  for  at  least  one  year  for  a  specific 
test,  analyte,  subspecialty,  or  specialty 
and  has  been  designated  by  an  HHS 
approved  proficiency  testing  program  as 
a  referee  laboratory  for  analyzing 
proficiency  testing  specimens  for  the 
purpose  of  determining  the  correct 
response  for  the  specimens  in  a  testing 
event  for  that  specific  test,  analyte, 
subspecialty,  or  specialty. 

Reference  range  means  the  range  of 
test  values  expected  for  a  designated 
population  of  individuals,  e.g.,  95 
percent  of  individuals  that  are  presumed 
to  be  healthy  (or  normal). 

Reportable  range  means  the  range  of 
test  values  over  which  the  relationship 
between  the  instrument,  kit.  or  system’s 
measurement  response  is  shown  to  be 
valid. 

Sample  in  proficiency  testing  means 
the  material  contained  in  a  vial,  on  a 
slide,  or  other  unit  that  contains 
material  to  be  tested  by  proficiency 
testing  program  participants.  When 
possible,  samples  are  of  human  origin. 

Semi-automated  means  an  instrument 
or  system  in  which  some  of  the  steps  in 
the  analytical  process  are  mechanized 
but  others  require  operator  intervention. 

State-exempt  laboratory  means  a 
licensed  laboratory  in  a  State  whose 
licensure  program  is  approved  by  HCFA 
and  is  exempt  from  CUA  requirements 
(i.e..  State-exempt). 

Target  value  for  quantitative  tests 
means  either  the  mean  of  all  participant 
responses  after  removal  of  outliers 
(those  responses  greater  than  3  standard 
deviations  from  the  original  mean)  or 
the  mean  established  by  definitive  or 
reference  methods  acceptable  for  use  in 
the  National  Reference  System  for  the 
Clinical  Laboratory  (NRSCL)  by  the 
National  Committee  for  the  Clinical 
Laboratory  Standards  (NCCLS).  In 
instances  where  definitive  or  reference 
methods  are  not  available  or  a  specific 
method's  results  demonstrate  bias  that 
is  not  observed  with  actual  patient 
specimens,  as  determined  by  a 
defensible  scientific  protocol,  a 
comparative  method  or  a  method  group 
("peer”  group)  may  be  used.  If  the 
method  group  is  less  than  10 
participants,  "target  value”  means  the 
overall  mean  after  outlier  removal  (as 
defined  above)  unless  acceptable 
scientific  reasons  are  available  to 
indicate  that  such  an  evaluation  is  not 
appropriate. 

Unsatisfactory  proficiency  testing 
performance  means  failure  to  attain  the 
minimum  satisfactory  score  for  an 
analyte,  test,  subspecialty,  or  specialty 
for  a  testing  event. 

Unsuccessful  proficiency  testing 
performance  mean.s  a  failure  to  attain 
the  minimum  satisfactory  score  for  an 


analyte,  test,  subspecialty,  or  specialty 
for  two  consecutive  or  two  of  three 
consecutive  testing  events. 

§  493.3  Applicability. 

(a)  Basic  rule.  Except  as  specified  in 
paragraph  (b)  of  this  section,  a 
laboratory  will  be  cited  as  out  of 
compliance  with  section  353  of  the 
Public  Health  Service  Act  unless  it — 

(1)  Has  a  current,  unrevoked  or 
unsuspended  certificate  of  waiver,  a 
registration  certificate,  a  certificate,  or  a 
certificate  of  accreditation  issued  by 
HHS  applicable  to  the  category  of 
examinations  or  procedures  performed 
by  the  laboratory:  or 

(2)  Is  State  exempt. 

(b)  Exception.  These  rules  do  not 
apply  to  components  or  functions  of — 

(1)  Any  facility  or  component  of  a 
facility  that  only  performs  testing  for 
forensic  purposes; 

(2)  Research  laboratories  that  test 
human  specimens  but  do  not  report 
patient  specific  results  for  the  diagnosis, 
prevention  or  treatment  of  any  disease 
or  impairment  of,  or  the  assessment  of 
the  health  of  individual  patients;  or 

(3)  Laboratories  certified  by  the 
National  Institutes  on  Drug  Abuse 
(NIDA),  in  which  drug  testing  is 
performed  which  meets  NIDA  guidelines 
and  regulations.  However,  all  other 
testing  conducted  by  a  NIDA-certified 
laboratory  is  subject  to  this  rule. 

(c)  Federal  laboratories.  Laboratories 
under  the  jurisdicticm  of  an  agency  of 
the  Federal  Government  are  subject  to 
the  rules  of  this  part,  except  that  the 
Secretary  may  modify  the  application  of 
such  requirements  as  appropriate. 

§  493.10  Categories  of  tests  by 
complexity. 

(a)  Laboratory  tests  are  categorized  as 
either — 

(1)  Waived  tests; 

(2)  Tests  of  moderate  complexity;  or 

(3)  Tests  of  high  complexity. 

(b)  A  laboratory  may  perform  only 
waived  tests,  only  tests  of  moderate 
complexity,  only  tests  of  high 
complexity  or  any  combination. 

(c)  Each  laboratory  must  be  either 
State-exempt  or  possess  one  of  the 
following,  as  defined  in  this  part: 

(1)  Registration  certificate; 

(2)  Certificate  of  waiver, 

(3)  Certificate;  or 

(4)  Certificate  of  accreditation. 

S  493.1  S  Laboratories  performing  waived 

tests. 

(a)  Requirement.. Testa  for  certificate 
of  waiver  must  meet  the  descriptive 
criteria  specified  in  paragraph  (b)  of  this 
section. 


(b)  Criteria.  Test  systems  are  simple 
laboratory  examinations  and  procedures 
which — 

(1)  Are  cleared  by  FDA  for  home  use: 

(2)  Employ  methodologies  that  are  so 
simple  and  accurate  as  to  render  the 
likelihood  of  erroneous  results 
negligible;  or 

(3)  Pose  no  reasonable  risk  of  harm  to 
the  patient  if  the  test  is  performed 
incorrectly. 

(c)  Certificate  of  waiver  tests.  A 
laboratory  may  qualify  for  a  certificate 
of  waiver  under  section  353  of  the  PHS 
Act  if  it  restricts  the  tests  that  it 
performs  to  one  or  more  of  the  following 
tests  or  examinations  (or  additional 
tests  added  to  this  list  as  provided  under 
paragraph  (c)  of  this  section)  and  no 
others; 

(1)  Dipstick  or  Tablet  Reagent 
Urinalysis  (non-  automated)  for  the 
following; 

(1)  Bilirubin; 

(ii)  Glucose; 

(iii)  Hemoglobin; 

(iv)  Ketone; 

(v)  Leukocytes; 

(vi)  Nitrite; 

(vii)  pH; 

(viii)  Protein: 

(ix)  Specific  gravity;  and 

(x)  Urobilinogen. 

(2)  Fecal  occult  blood; 

(3)  Ovulation  tests — visual  color 
comparison  tests  for  human  luteinizing 
hormone; 

(4)  Urine  pregnancy  tests — visual 
color  comparison  tests; 

(5)  Erythrocyte  sedimentation  rate — 
non-automated; 

(6)  Hemoglobin — copper  sulfate — non- 
automated; 

(7)  Blood  glucose  by  glucose 
monitoring  devices  cleared  by  the  FDA 
specifically  for  home  use;  and 

(8)  Spun  microhematocrit. 

(d)  Revisions  to  criteria  for  test 
categorization  and  the  list  of  waived 
tests.  (1)  The  Clinical  Laboratory 
Improvement  Advisory  Committee,  as 
defined  in  subpart  T,  will  conduct 
reviews  upon  request  of  HHS  and 
recommend  to  HHS  revisions  to  the 
criteria  for  categorization  of  tests. 

(2)  HHS  will  determine  whether  a 
laboratory  test  meets  the  criteria  listed 
under  paragraph  (b)  of  this  section  for  a 
waived  test.  Revisions  to  the  list  of 
waived  tests  approved  by  HHS  will  be 
published  in  the  Federal  Register  in  a 
notice  with  opportunity  for  comment. 

(e)  Laboratories  eligible  for  a 
certificate  of  waiver  must — 

(1)  Follow  manufacturers'  instructions 
for  performing  the  test;  and 

(2)  Meet  the  requirements  in  subpart 
B,  Certificate  of  Waiver,  of  this  part. 
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§  493. 1 7  Test  categorization. 

(a)  Categorization  by  criteria.  Notices 
will  be  published  in  the  Federal  Register 
which  list  each  specibc  test  system, 
assay,  and  examination  categorized  by 
complexity.  Using  the  seven  criteria 
speciHed  in  this  paragraph  for 
categorizing  tests  of  moderate  or  high 
complexity,  each  speciHc  laboratory  test 
system,  assay,  and  examination  will  be 
graded  for  level  of  complexity  by 
assigning  scores  of  1,  2,  or  3  within  each 
criteria.  The  score  of  "1"  indicates  the 
lowest  level  of  complexity,  and  the 
score  of  “3”  indicates  the  highest  level. 
These  scores  will  be  totaled.  Test 
systems,  assays  or  examinations 
receiving  scores  of  12  or  less  will  be 
categorized  as  moderate  complexity, 
while  those  receiving  scores  above  12 
will  be  categorized  as  high  complexity. 

Note:  A  score  of  "2"  will  be  assigned  to  a 
criteria  heading  when  the  characteristics  for 
a  particular  test  are  intermediate  between  the 
descriptions  listed  for  scores  of  "1"  and  “3." 

(1)  Knowledge,  (i)  Score  1.  (A) 

Minimal  scientiHc  and  technical 
knowledge  is  required  to  perform  the 
test. 

(B)  Minimal  decision-making  is 
required,  and  knowledge  required  to 
perform  the  test  may  be  obtained 
through  on-the-job  instruction. 

(ii)  Score  3.  (A)  Specialized  scientific 
and  technical  knowledge  is  essential  to 
perform  the  test. 

(B)  Specialized  knowledge  is 
necessary  for  decision-making  relative 
to  the  preanalytic,  analytic,  or 
postanalytic  phases  of  testing. 

(2)  Training  and  experience,  [i)  Score 
1.  (A)  Minimal  training  is  required  for 
preanalytic,  analytic  and  postanalytic 
phases  of  the  testing  process;  and 

(B)  Limited  experience  is  required  to 
perform  the  test. 

(ii)  Store  3.  (A)  Specialized  training  is 
essential  to  perform  the  preanalytic, 
analytic  or  postanalytic  testing  process: 
and 

(B)  Substantial  experience  may  be 
necessary  for  analytic  test  performance. 

(3)  Reagents  and  materials 
preparation,  (i)  Score  1.  (A)  Reagents 
and  materials  are  generally  stable  and 
reliable;  and 

(B)  Reagents  and  materials  are 
prepackaged,  or  premeasured,  or  require 
no  special  handling,  precautions  or 
storage  conditions. 

(ii)  Score  3.  (A)  Reagents  and 
materials  may  be  labile  and  may  require 
special  handling  to  assure  reliability; 
and 

(B)  Reagents  and  materials 
preparation  may  include  manual  steps 
such  as  gravimetric  or  volumetric 
measurements. 


(4)  Characteristics  of  operational 
steps,  (i)  Score  1.  Operational  steps  are 
either  automatically  executed  (such  as 
pipetting,  temperature  monitoring,  or 
timing  of  steps),  or  are  easily  controlled. 

(ii)  Score  3.  Operational  steps  in  the 
testing  process  require  close  monitoring 
or  control,  and  may  require  special 
specimen  preparation,  precise 
temperature  control  or  timing  of 
procedural  steps,  accurate  pipetting,  or 
extensive  calculations. 

(5)  Calibration,  quality  control,  and 
proficiency  testing  materials,  (i)  Score  1. 
(A)  Calibration  materials  are  stable  and 
readily  available; 

(B)  Quality  control  materials  are 
stable  and  readily  available:  and 

(C)  External  proficiency  testing 
materials,  when  available,  are  stable. 

(ii)  Score  3.  (A)  Calibration  materials, 
if  available,  may  be  labile; 

(B)  Quality  control  materials  may  be 
labile,  or  not  available:  or 

(C)  External  proficiency  testing 
materials,  if  available,  may  be  labile. 

(6)  Test  system  troubleshooting  and 
equipment  maintenance,  (i)  Score  1.  (A) 
Test  system  troubleshooting  is 
automatic  or  self-correcting,  or  clearly 
described  or  requires  minimal  judgment; 
and 

(B)  Equipment  maintenance  is 
provided  by  the  manufacturer,  is  seldom 
needed,  or  can  easily  be  performed. 

(ii)  Score  3.  (A)  Troubleshooting  is  not 
automatic  and  requires  decision-making 
and  direct  intervention  to  resolve  most 
problems;  and 

(B)  Maintenance  requires  special 
knowledge,  skills,  and  abilities. 

(7)  Interpretation  and  judgment,  (i) 
Score  1.  (A)  Minimal  interpretation  and 
judgment  are  required  to  perform 
preanalytic,  analytic  and  postanalytic 
processes;  and 

(B)  Resolution  of  problems  requires 
limited  independent  interpretation  and 
judgment:  and 

(ii)  Score  3.  (A)  Extensive  independent 
interpretation  and  judgment  are  required 
to  perform  the  preanalytic,  analytic  or 
postanalytic  processes;  and 

(B)  Resolution  of  problems  requires 
extensive  interpretation  and  judgment. 

(b)  Revisions  to  the  criteria  for 
categorization.  The  Clinical  Laboratory 
Improvement  Advisory  Committee,  as 
defined  in  subpart  T  of  this  part,  will 
conduct  reviews  upon  request  of  HHS 
and  recommend  to  HHS  revisions  to  the 
criteria  for  categorization  of  tests. 

(c)  Process  for  device/test 
categorization  utilizing  the  scoring 
system  under  §  493.17(a).  (l)(i)  For  new 
commercial  test  systems,  assays,  or 
examinations,  the  manufacturer,  as  part 
of  its  510(k)  and  PMA  application  to 
FDA,  will  submit  supporting  data  for 


device/test  categorization.  FDA  will 
determine  the  complexity  category, 
notify  the  manufacturers  directly,  and 
will  simultaneously  inform  both  HCFA 
and  CDC  of  the  device/test  category. 

FDA  will  consult  with  CDC  concerning 
test  categorization  in  the  following  three 
situations: 

(A)  When  categorizing  previously 
uncategorized  new  technology; 

(B)  When  FDA  determines  it  to  be 
necessary  in  cases  involving  a  request 
for  a  change  in  categorization;  and 

(C)  If  a  manufacturer  requests  review 
of  a  categorization  decision  by  FDA  in 
accordance  with  21  CFR  10.75. 

(ii)  Test  categorization  will  be 
effective  as  of  the  notification  to  the 
applicant. 

(2)  For  test  systems,  assays,  or 
examinations  not  commercially 
available,  a  laboratory  or  professional 
group  may  submit  a  written  request  for 
categorization  to  PHS.  These  requests 
will  be  forwarded  to  CDC  for 
evaluation:  CDC  will  determine 
complexity  category  and  notify  the 
applicant,  HCFA,  and  FDA  of  the 
categorization  decision.  In  the  case  of 
request  for  a  change  of  category  or  for 
previously  uncategorized  new 
technology,  PHS  will  receive  the  request 
application  and  forward  it  to  CDC  for 
categorization. 

(3)  A  request  for  recategorization  will 
be  accepted  for  review  if  it  is  based  on 
new  information  not  previously 
submitted  in  a  request  for  categorization 
or  recategorization  by  the  same 
applicant  and  will  not  be  considered 
more  frequently  than  once  per  year. 

(4)  If  a  laboratory  test  system,  assay 
or  examination  does  not  appear  on  the 
lists  of  tests  in  the  Federal  Register 
notices,  it  is  considered  to  be  a  test  of 
high  complexity  until  PHS,  upon  request, 
reviews  the  matter  and  notifies  the 
applicant  of  its  decision. 

(5)  PHS  will  publish  revisions 
periodically  to  the  list  of  moderate  and 
high  complexity  tests  in  the  Federal 
Register  in  a  notice  with  opportunity  for 
comment. 

§  493.20  Laboratories  performing  tests  of 
moderate  complexity. 

(a)  A  laboratory  may  qualify  for  a 
certificate  to  perform  tests  of  moderate 
complexity  provided  that  it  restricts  its 
test  performance  to  certificate  of  waiver 
tests  or  examinations  and  one  or  more 
tests  or  examinations  meeting  criteria 
for  tests  of  moderate  complexity. 

(b)  A  laboratory  that  performs  tests  or 
examinations  of  moderate  complexity 
must  meet  the  applicable  requirements 
in  subpart  C,  registration  certificate  and 
certificate,  or  if  applicable,  subpart  D, 
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certificate  of  accreditation;  subpart  H, 
participation  in  proficiency  testing; 
subpart  J.  patient  test  management; 
subpart  K.  quality  control;  subpart  M, 
personnel;  subpart  P,  quality  assurance; 
and  subpart  Q.  inspections,  of  this  part. 

(c)  If  Ae  laboratory  also  performs 
certificate  of  waiver  tests  listed  in 
§  493.15,  compliance  with  subparts  H, }. 
K.  M.  P,  and  Q  of  this  part  for  routine 
inspections  are  not  required  for  the 
waived  tests.  However,  the  laboratory 
must  comply  with  the  requirements  in 
§§  493.15(d)  and  493.1775. 

§  493.25  Laboratories  performing  tests  of 
high  complejcity. 

(a)  A  laboratory  must  obtain  a 
certificate  for  tests  of  high  complexity  if 
it  performs  one  or  more  tests  that  meet 
the  criteria  for  tests  of  high  complexity 
as  specified  in  §  493.17(a). 

(b)  A  laboratory  performing  one  or 
more  tests  of  high  complexity  must  meet 
the  applicable  requirements  of  subpart 
C,  registration  certificate  and  certiHcate, 
or  if  applicable,  subpart  D,  certiHcate  of 
accreditation;  subpart  H,  participation  in 
proficiency  testing;  subpart  ].  patient 
test  management;  subpart  K,  quality 
control;  subpart  M.  personnel;  subpart  P. 
quality  assurance;  and  subpart  Q, 
inspections,  of  this  part. 

(c)  If  the  laboratory  also  performs 
certiHcate  of  waiver  tests,  the 
requirements  of  subparts  H,  ),  K.  M.  P. 
and  Q  of  this  part  for  routine  inspections 
are  not  applicable  for  the  waived  tests. 
However,  the  laboratory  must  comply 
with  the  requirements  in  S§  493.15(d) 
and  493.1775. 

(d)  If  the  laboratory  also  performs 
tests  of  moderate  complexity,  the 
personnel  requirements  of  subpart  M  are 
applicable  for  the  performance  of  tests 
of  moderate  complexity  as  well  as 
subparts  H,  J,  K,  P,  and  Q  of  this  part. 

Subpart  B — Certificate  of  Waiver 

§  493.35  Application  for  a  certificate  of 
waiver. 

(a)  Filing  of  application.  Except  as 
specified  in  paragraph  (b)  of  this 
section,  a  laboratory  performing  only 
one  or  more  waived  tests  listed  in 

§  43S.15(b)  of  this  chapter  must  file  a 
separate  application  for  each  laboratory 
location. 

(b)  Exceptions.  (1)  Each  laboratory 
that  is  not  in  a  Hxed  location,  must  flle 
an  application  using  the  address  of  the 
home  base,  including — 

(i)  A  laboratory  that  moves  from 
testing  site  to  testing  site  or  has  a 
temporary  testing  h^tion,  such  as  a 
health  screening  fair,  and 

(ii)  Each  mobile  van  providing  lab 
services. 


(2)  Not-for-profit  or  Federal,  State,  or 
local  government  laboratories  that 
engage  in  limited  (e.g.,  few  types  of 
tests)  public  health  testing  may  tile  a 
single  application. 

(3)  Laboratories  within  a  hospital  that 
are  located  at  the  same  street  address 
and  under  common  direction  may  tile  a 
single  application  or  multiple 
applications  for  the  laboratory  sites 
within  the  same  physical  location  or 
street  address. 

(c)  Application  format  and  contents. 
The  application  must — 

(1)  Be  made  to  HHS  or  its  designee  on 
a  form  or  forms  prescribed  by  HHS; 

(2)  Be  signed  by  an  ovmer,  or  by  an 
authorized  representative  of  the 
laboratory  who  attests  that  the 
laboratory  will  be  operated  in 
accordance  with  requirements 
established  by  the  ^cretary  under 
section  353  of  the  PHS  Act;  and 

(3)  Describe  the  characteristics  of  the 
laboratory  operation  and  the 
examinations  and  other  test  procedures 
performed  by  the  laboratory  including — 

(i)  The  name  and  the  total  number  of 
test  procedures  and  examinations 
performed  annually  (excluding  tests  the 
laboratory  may  run  for  quality  control, 
quality  assurance  or  proticiency  testing 
purposes; 

(ii)  Hie  methodologies  for  each 
la^ratory  test  procedure  or 
examination  performed,  or  both;  and 

(iii)  The  qualitications  (educational 
backgroimd,  training,  and  experience)  of 
the  personnel  directing  and  supervising 
the  laboratory  and  performing  the 
laboratory  examinations  and  test 
procedures. 

(d)  Access  requirements.  Laboratories 
that  perform  one  or  more  waived  tests 
listed  in  §  493.15(b)  and  no  other  tests 
must — 

(1)  Make  records  available  and  submit 
reports  to  HHS  as  HHS  may  reasonably 
require  to  determine  compliance  with 
this  section  and  §  493.15(d); 

(2)  Agree  to  permit  unannounced 
inspections  by  HHS  in  accordance  with 
subpart  Q  (rf  this  part — 

(i)  When  HHS  has  substantive  reason 
to  believe  that  the  laboratory  is  being 
operated  in  a  manner  that  constitutes  an 
imminent  and  serious  risk  to  human 
health; 

(ii)  To  evaluate  complaints  from  the 
public; 

(iii)  On  a  random  basis  to  determine 
whether  the  laboratory  is  performing 
tests  not  listed  in  §  493.15;  and 

(iv)  To  collect  information  for  the 
addition,  deletion,  or  continued 
inclusion  of  tests  listed  in  §  493.15. 

(e)  Deniol  of  application.  If  HHS 
determines  that  the  application  for  a 


certificate  of  waiver  is  to  be  denied. 

HHS  will— 

(1)  Provide  the  laboratory  with  a 
written  statement  of  the  grounds  on 
which  the  denial  is  based  and  an 
opportunity  for  appeal,  in  accordance 
with  the  procedures  set  forth  in  subpart 
R  of  this  part; 

(2)  Notify  a  laboratory  that  has  its 
application  for  a  certiticate  of  waiver 
denied  that  it  cannot  operate  as  a 
laboratory  under  the  PHS  Act  unless  the 
denial  is  overturned  at  the  conclusion  of 
the  administrative  appeals  process 
provided  by  subpart  R;  and 

(3)  Notify  the  laboratory  that  it  is  not 
eligible  for  payment  under  the  Medicare 
and  Medicaid  programs. 

§  49357  Requirements  for  a  certificate  of 
waiver. 

(a)  HHS  will  issue  a  certificate  of 
waiver  to  a  laboratory  only  if  the 
laboratory  meets  the  requirements  of 
§  493.35. 

(b)  Laboratories  issued  a  certificate  of 
waiver — 

(1)  Are  subject  to  the  requirements  of 
this  subpart  and  §  493.15(d)  of  subpart  A 
of  this  part;  and 

(2)  Must  permit  unannounced 
inspections  by  HHS  in  accordance  with 
subpart  Q  of  this  part 

(c)  Laboratories  must  remit  the 
certiticate  of  waiver  fee  specitied  in 
subpart  F  of  this  part. 

(d)  In  accordance  with  subpart  R  of 
this  part,  HHS  will  suspend  or  revoke  or 
limit  a  laboratory's  certiticate  of  waiver 
for  failure  to  comply  with  the 
requirements  of  this  subpart  In  addition, 
failure  to  meet  the  requirements  of  this 
subpart  will  result  in  suspension  or 
denial  of  payments  under  Medicare  and 
Medicaid  in  accordance  with  subpart  R 
of  this  part. 

(e) (1)  A  certiticate  of  waiver  issued 
under  this  subpart  is  valid  for  no  more 
than  2  years.  In  the  event  of  a  non- 
compliance  determination  resulting  in 
HHS  action  to  revoke,  suspend,  or  limit 
the  laboratory's  certiticate  of  waiver, 
HHS  will  provide  the  laboratory  with  a 
statement  of  grounds  on  which  the 
determination  of  non-compliance  is 
based  and  offer  an  opportunity  for 
appeal  as  provided  in  subpart  R  of  this 
part 

(2)  If  the  laboratory  requests  a  hearing 
within  the  time  specitied  by  HHS,  it 
retains  its  certiticate  of  waiver  or 
reissued  certiticate  of  waiver  until  a 
decision  is  made  by  an  administrative 
law  judge,  as  specitied  in  subpart  R  of 
this  part,  except  when  HHS  finds  that 
conditions  at  the  laboratory  pose  an 
imminent  and  serious  risk  to  human 
health. 
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(3)  For  laboratories  receiving  payment 
from  the  Medicare  or  Medicaid  program, 
such  payments  will  be  suspended  on  the 
effective  date  speciHed  in  the  notice  to 
the  laboratory  of  a  non-compliance 
determination  even  if  there  has  been  no 
appeals  decision  issued. 

(f)  A  laboratory  seeking  to  renew  its 
certificate  of  waiver  must — 

(1)  Complete  the  renewal  application 
prescribed  by  HHS  and  return  it  to  HHS 
not  less  than  9  months  nor  more  than  1 
year  before  the  expiration  of  the 
certificate;  and 

(2)  Meet  the  requirements  of  §  §  493.35 
and  493.37. 

(g)  A  laboratory  with  a  certificate  of 
waiver  that  wishes  to  perform 
examinations  of  test  procedures  not 
listed  in  the  waiver  test  category  must 
meet  the  requirements  set  forth  in 
subparts  C  or  D  of  this  part. 

§  493.39  Notification  requirements  for 
laboratories  Issued  a  certificate  of  waiver. 

Laboratories  performing  one  or  more 
tests  listed  in  §  493.15  and  no  others 
must  notify  HHS  or  its  designee — 

(a)  Before  performing  and  reporting 
results  for  any  test  or  examination  that 
is  not  speciHed  under  §  493.15  for  which 
it  does  not  have  a  registration  certificate 
as  required  in  subparts  C  or  D  of  this 
part;  and 

(b)  Within  30  days  of  any  change(s) 
in — 

(1)  Ownership; 

(2)  Name; 

(3)  Location;  or 

(4)  Director. 

Subpart  C— Registration  Certificate 
and  Certificate 

§  493.43  Application  for  registration 
certificate  and  certificate. 

(a)  Filing  of  application.  Except  as 
specified  in  paragraph  (b)  of  this 
section,  all  laboratories  performing  tests 
of  moderate  or  high  complexity,  or  both, 
must  file  a  separate  application  for  each 
laboratory  location. 

(b)  Exceptions.  (1)  Each  laboratory 
that  is  not  in  a  fixed  location,  must  Hie  a 
single  application  using  the  address  of 
the  home  base,  including— 

(1)  A  laboratory  that  moves  from 
testing  site  to  testing  site  or  uses  a 
temporary  testing  location,  such  as  a 
health  screening  fair;  and 

(ii)  Each  mobile  van  providing 
laboratory  services. 

(2)  Not-for-profit  or  Federal,  State,  or 
local  government  laboratories  that 
engage  in  limited  (e.g.,  few  types  of 
tests)  public  health  testing  may  file  a 
single  application. 

(3)  Laboratories  within  a  hospital  that 
are  located  at  the  same  street  address 


and  under  common  direction  may  file  a 
single  application  or  multiple 
applications  for  the  laboratory  sites 
within  the  same  physical  location  or 
street  address. 

(c)  Application  format  and  contents. 
The  application  must — 

(1)  Be  made  to  HHS  or  its  designee  on 
a  form  or  forms  prescribed  by  HHS; 

(2)  Be  signed  by  an  owmer,  or  by  an 
authorized  representative  of  the 
laboratory  who  attests  that  the 
laboratory  will  be  operated  in 
accordance  with  requirements 
established  by  the  Secretary  under 
section  353  of  the  PHS  Act;  and 

(3)  Describe  the  characteristics  of  the 
laboratory  operation  and  the 
examinations  and  other  test  procedures 
performed  by  the  laboratory  including — 

(i)  The  name  and  total  number  of  test 
procedures  and  examinations  performed 
annually  (excluding  tests  for  quality 
control,  quality  assurance  or  proficiency 
testing  purposes); 

(ii)  The  methodologies  for  each 
laboratory  test  procedure  or 
examination  performed,  or  both;  and 

(iii)  The  qualifications  (educational 
background,  training,  and  experience)  of 
the  personnel  directing  and  supervising 
the  laboratory  and  performing  the 
laboratory  examinations  and  test 
procedures. 

(d)  Access  and  reporting 
requirements.  All  laboratories  must 
make  records  available  and  submit 
reports  to  HHS  as  HHS  may  reasonably 
require  to  determine  compliance  with 
this  section. 

§  493.45  Requirements  for  a  registration 
certificate. 

(a)  A  registration  certificate  is 
required — 

(1)  Initially  for  all  laboratories 
performing  test  procedures  listed  at 
§§  493.17  (b)  and  (c);  and 

(2)  For  all  certificate  of  waiver 
laboratories  that  intend  to  perform 
testing  in  addition  to  those  tests  listed  in 
§  493.15. 

(b)  HHS  will  issue  a  registration 
certificate  if  the  laboratory — 

(1)  Complies  with  the  requirements  of 
S  493.43; 

(2)  Agrees  to  notify  HHS  or  its 
designee  within  30  days  of  any  changes 
in  ownership,  name,  location,  director  or 
supervisor  (laboratories  performing  high 
complexity  testing  only); 

(3)  Agrees  to  treat  proficiency  testing 
samples  in  the  same  manner  as  it  treats 
patient  specimens;  and 

(4)  Remits  the  fee  for  the  registration 
certificate,  as  specified  in  subpart  F  of 
this  part. 


(c)  Prior  to  the  expiration  of  the 
registration  certificate,  a  laboratory 
must — 

(1)  Remit  the  certificate  fee  specified 
in  subpart  F  of  this  part; 

(2)  Be  inspected  by  HHS  as  specified 
in  subpart  Q  of  this  part;  and 

(3)  Demonstrate  compliance  with  the 
applicable  requirements  of  this  subpart 
and  subparts  H,  J,  K,  M,  P,  and  Q  of  this 
part. 

(d)  In  accordance  with  subpart  R  of 
this  part,  HHS  will  initiate  suspension  or 
revocation  of  a  laboratory's  registration 
certificate  and  will  deny  the  laboratory’s 
application  for  a  certificate  for  failure  to 
comply  with  the  requirements  set  forth 
in  this  subpart.  HHS  may  also  impose 
certain  alternative  sanctions.  In 
addition,  failure  to  meet  the 
requirements  of  this  subpart  will  result 
in  suspension  of  payments  under 
Medicare  and  Medicaid  as  specified  in 
subpart  R  of  this  part. 

(e)  A  registration  certificate  is — 

(1)  Valid  for  a  period  of  no  more  than 
two  years  or  until  such  time  as  an 
inspection  to  determine  program 
compliance  can  be  conducted, 
whichever  is  shorten  and 

(2)  Not  renewable;  however,  the 
registration  certificate  may  be  reissued 
if  compliance  has  not  been  determined 
by  HHS  prior  to  the  expiration  date  of 
the  registration  certificate. 

(f)  In  the  event  of  a  non-compliance 
determination  resulting  in  an  HHS 
denial  of  a  laboratory’s  certificate 
application,  HHS  will  provide  the 
laboratory  with  a  statement  of  grounds 
on  which  the  non-compliance 
determination  is  based  and  offer  an 
opportunity  for  appeal  as  provided  in 
subpart  R. 

(g)  If  the  laboratory  requests  a  hearing 
within  the  time  specified  by  HHS,  it 
retains  its  registration  certificate  or 
reissued  registration  certificate  until  a 
decision  is  made  by  an  administrative 
law  judge  as  provided  in  subpart  R  of 
this  part,  except  when  HHS  finds  that 
conditions  at  the  laboratory  pose  an 
imminent  and  serious  risk  to  human 
health. 

(h)  For  laboratories  receiving  payment 
from  the  Medicare  or  Medicaid  program, 
such  payments  will  be  suspended  on  the 
effective  date  specified  in  the  notice  to 
the  laboratory  of  denial  of  the  certificate 
application  even  if  there  has  been  no 
appeals  decision  issued. 

§  493.49  Requirements  for  a  certificate. 

(a)  HHS  will  issue  a  certificate  to  a 
laboratory  only  if  the  laboratory — 

(1)  Meets  the  requirements  of 
§§  493.43  and  493.45; 
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(2}  Remits  the  certificate  fee  speciHed 
in  subpart  F  of  this  part;  and 

(3)  Meets  the  applicable  requirements 
of  this  subpart  and  subparts  H,  ].  K.  M, 

P,  and  Q  of  this  part. 

(b)  Laboratories  issued  a  certificate — 

(1)  Are  subject  to  the  notification 
requirements  of  §  493.51  of  this  section; 
and 

(2)  Must  permit  unannounced 
inspections  by  HHS  in  accordance  with 
subpart  Q  of  this  part — 

(i)  To  determine  compliance  with  the 
requirements  of  this  part; 

(ii)  To  evaluate  complaints  from  the 
public: 

(iii)  When  HHS  has  substantive 
reason  to  believe  that  any  tests  are 
being  performed,  or  the  laboratory  is 
being  operated  in  a  manner  that 
constitutes  an  imminent  and  serious  risk 
to  human  health;  and 

(iv)  To  collect  information  for  the 
addition,  deletion,  or  continued 
inclusion  of  tests  listed  in  §S  493.15  and 
493.17  (b)  and  (c). 

(c)  Failure  to  comply  with  the 
requirements  of  this  subpart  will  result 
in — 

(1]  Suspension,  revocation  or 
limitation  of  a  laboratory’s  certificate  in 
accordance  with  subpart  R  of  this  part: 
and 

(2)  Suspension  or  denial  of  payments 
under  Medicare  and  Medicaid  in 
accordance  with  subpart  R  of  this  part. 

(d)  A  certificate  issued  under  this 
subpart  is  valid  for  no  more  than  2 
years. 

(e)  In  the  event  of  a  non-compliance 
determination  resulting  in  an  HHS 
action  to  revoke,  suspend  or  limit  the 
laboratory’s  certificate.  HHS  will — 

(1)  Provide  the  laboratory  with  a 
statement  of  grounds  on  which  the 
determination  of  non-compliance  is 
based;  and 

(2)  O^er  an  opportunity  for  appeal  as 
provided  in  subpart  R  of  this  part  If  the 
laboratory  requests  a  hearing  within  the 
time  specified  by  HHS.  it  retains  its 
certificate  or  reissued  certificate  until  a 
decision  is  made  by  an  administrative 
law  judge  as  provided  in  subpart  R  of 
this  part  except  when  HHS  ^ds  that 
conditions  at  the  laboratory  pose  an 
imminent  and  serious  risk  to  human 
health. 

(f)  For  laboratories  receiving  payment 
from  the  Medicare  or  Medicaid  program, 
such  payments  will  be  suspended  on  the 
effective  date  specified  in  the  notice  to 
the  laboratory  of  a  non-compliance 
determination  even  if  there  has  been  no 
appeals  decision  issued. 

(g)  A  laboratory  seeking  to  renew  its 
certificate  must — 


(1)  Complete  and  return  the  renewal 
application  to  HHS  9  to  12  months  prior 
to  the  expiration  of  the  certificate;  and 

(2)  Meet  the  requirements  of  }  493.43 
and  paragraphs  (a)(2)  and  (b)(2)  of  this 
section. 

(h)  If  HHS  determines  that  the 
application  for  the  renewal  of  a 
certificate  is  to  be  denied  or  limited, 

HHS  will  notify  the  laboratory  in  writing 
of  the — 

(1)  Basis  for  denial  of  the  application; 
and 

(2)  Opportunity  for  appeal  as  provided 
in  subpart  R  of  this  part, 

(i)  If  the  laboratory  requests  a  hearing 
within  the  time  specified  by  HHS,  it 
retains  its  certificate  or  reissued 
certificate  until  a  decision  is  made  by  an 
AL)  as  provided  in  subpart  R,  except 
when  HHS  finds  that  conditions  at  the 
laboratory  pose  an  imminent  and 
serious  risk  to  human  health. 

(j)  For  laboratories  receiving  payment 
from  the  Medicare  or  Medicaid  program, 
such  payments  will  be  suspended  on  the 
effective  date  specified  in  the  notice  to 
the  laboratory  of  nonrenewal  of  the 
certificate  even  if  there  has  been  no 
appeals  decision  issued. 

§  493.51  Notification  requirements  for 
iaboratories  Issued  a  certificate. 

Laboratories  issued  a  certificate  must: 

(a)  Notify  HHS  or  its  designee  within 
30  days  of  any  change  in — 

(1)  Ownership: 

(2)  Name: 

(3)  Location; 

(4)  Director,  or 

(5)  Supervisor  (laboratories 
performing  high  complexity  testing 
only). 

(b)  Notify  HHS  no  later  than  6  months 
after  performing  any  test  or  examination 
within  a  specialty  or  subspecialty  area 
that  is  not  included  on  the  laboratory’s 
certificate,  so  that  compliance  with 
requirements  can  be  determined;  and 

(c)  Notify  HHS  no  later  than  6  months 
after  any  deletions  or  changes  in  test 
methodologies  for  any  test  or 
examination  included  in  a  specialty  or 
subspecialty,  or  both,  for  which  the 
laboratory  has  been  issued  a  certificate. 

Subpart  D — Certificate  of 
Accreditation 

§  493.55  Application  for  registration 
certificate  and  certificate  of  accreditation. 

(a)  Filing  of  application.  A  laboratory 
performing  one  or  more  tests  of 
moderate  complexity  or  high 
complexity,  or  both  may  be  issued  a 
certificate  of  accreditation  in  lieu  of  a 
certificate  provided  the  laboratory — 

(1)  Meets  the  standards  of  a  private 
non-profit  accreditation  program 


approved  by  HHS  in  accordance  with 
subpart  E;  and 

(2)  Files  a  separate  application  for 
each  location,  except  as  specified  in 
paragraph  (b)  of  this  section. 

(b)  Exceptions.  (1)  Each  laboratory 
that  is  not  in  a  fixed  location  must  file 
an  application  using  the  address  of  the 
home  base,  including — 

(1)  A  laboratory  that  moves  from 
testing  site  to  testing  site  or  uses  a 
temporary  testing  location,  such  as  a 
health  screening  fair;  and 

(ii)  Each  mobile  van  providing 
laboratory  testing. 

(2)  Not-for-profit  or  Federal,  State,  or 
local  government  laboratories  that 
engage  in  limited  (e.g.,  few  types  of 
tests)  public  health  testing  may  file  a 
single  application. 

(3)  Laboratories  within  a  hospital  that 
are  located  at  the  same  street  address 
and  under  common  direction  may  file  a 
single  application  or  multiple 
applications  for  the  laboratory  sites 
within  the  same  physical  location  or 
street  address. 

(c)  Application  format  and  contents. 
The  application  must — 

(1)  Be  made  to  HHS  on  a  form  or 
forms  prescribed  by  HHS: 

(2)  Be  signed  by  an  owner,  or  by  an 
authorized  representative  of  the 
laboratory  who  attests  that  the 
laboratory  will  be  operated  in 
accordance  with  requirements 
established  by  the  Secretary  under 
section  353  of  the  PHS  Act;  and 

(3)  Describe  the  characteristics  of  the 
laboratory  operation  and  the 
examinations  and  other  test  procedures 
performed  by  the  laboratory  including — 

(i)  The  name  and  total  number  of  tests 
and  examinations  performed  annually 
(excluding  tests  for  quality  control, 
quality  assurance  or  proficiency  testing 
purposes); 

(ii)  The  methodologies  for  each 
laboratory  test  procedure  or 
examination  performed,  or  both;  and 

(iii)  The  qualifications  (educational 
background,  training,  and  experience)  of 
the  personnel  directing  and  supervising 
the  laboratory  and  performing  the 
laboratory  examinations  and  test 
procedures. 

(d)  Access  and  reporting 
requirements.  All  laboratories  must 
make  records  available  and  submit 
reports  to  HHS  as  HHS  may  reasonably 
require  to  determine  compliance  with 
this  section. 

§  493.57  Raquirmwnts  for  a  registration 
certificate. 

A  registration  certificate  is  required 
for  all  laboratories  seeking  a  certificate 
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of  accreditation,  unless  the  laboratory 
holds  a  valid  certificate  issued  by  HHS. 

(a)  HHS  ivill  issue  a  registration 
certificate  if  the  laboratory — 

(1)  Complies  with  the  requirements  of 
§  493.55; 

(2)  Agrees  to  notify  HHS  within  30 
days  of  any  changes  in  ownership, 
name,  location,  director,  or  supervisor 
(laboratories  performing  high 
complexity  testing  only): 

(3)  Agrees  to  treat  proficiency  testing 
samples  in  the  same  manner  as  it  treats 
patient  specimens;  and 

(4)  Remits  the  fee  for  the  registration 
certificate  specified  in  subpart  F  of  this 
part. 

(b) (l}  The  laboratory  must  provide 
HHS  with  proof  of  accreditation  by  an 
approved  accreditation  program — 

(1)  Within  11  months  of  issuance  of  the 
registration  certificate;  or 

(ii)  Prior  to  the  expiration  of  the 
certificate. 

(2)  If  such  proof  of  accreditation  is  not 
supplied  within  this  timeframe,  the 
laboratory  must  meet,  or  continue  to 
meet,  the  requirements  of  Subpart  C, 

§  493.49  of  this  part. 

(c)  In  accordance  with  subpart  R  of 
this  part,  HHS  will  initiate  suspension, 
revocation,  or  limitation  of  a 
laboratory’s  registration  certificate  and 
will  deny  the  laboratory's  application 
for  a  certificate  of  accreditation  for 
failure  to  comply  with  the  requirements 
set  forth  in  this  subpart.  In  addition, 
failure  to  meet  the  requirements  of  this 
subpart  will  result  in  suspension  or 
denial  of  payments  under  Medicare  and 
Medicaid  as  specified  in  subpart  R  of 
this  part. 

(d)  A  registration  certificate  is  valid 
for  a  period  of  no  more  than  2  years. 
However,  it  may  be  reissued  if  die 
laboratory  is  subject  to  subpart  C  of  this 
part,  as  specified  in  §  493.57(b)(2)  and 
compliance  has  not  been  determined  by 
HHS  before  the  expiration  date  of  the 
registration  certificate. 

(e)  In  the  event  that  the  laboratory 
does  not  meet  the  requirements  of  this 
subpart,  HHS  will — 

(1)  Deny  a  laboratory’s  request  for 
certificate  of  accreditation: 

(2)  Notify  the  laboratory  if  it  must 
meet  the  requirements  for  a  certificate 
as  defined  in  subpart  C  of  this  part; 

(3)  Provide  the  laboratory  with  a 
statement  of  grounds  on  which  the 
application  denial  is  based: 

(4)  Offer  an  opportunity  for  appeal  on 
the  application  denial  as  provid^  in 
subpart  R  of  this  part  If  the  laboratory 
requests  a  hearing  within  die  time 
specified  by  HHS,  the  laboratory  will 
retain  its  registration  certificate  or 
reissued  registration  certificate  until  a 
decision  is  made  by  an  administrative 


law  judge  as  provided  in  subpart  R, 
unless  HHS  finds  that  conditions  at  the 
laboratory  pose  an  imminent  and 
serious  risk  to  human  health;  and 

(5)  For  those  laboratories  receiving 
payment  from  the  Medicare  or  Medicaid 
program,  such  payments  will  be 
suspended  on  the  effective  date 
specified  in  the  notice  to  the  laboratory 
of  denial  of  the  request  even  if  there  has 
been  no  appeals  decision  issued. 

§  493.61  Requiraments  for  a  cartificata  of 
accratUtatioa 

(a)  HHS  will  issue  a  certificate  of 
accr^tation  to  a  laboratory  if  the 
laboratory — 

(1)  Meets  the  requirements  of  |  493.57 
or.  if  applicable,  S  493.49  of  subpart  C  of 
this  part;  and 

(2)  Remits  the  certificate  of 
accreditation  fee  specified  in  subpart  F 
of  this  part. 

(b)  Laboratories  issued  a  certificate  of 
accreditation  must — 

(1)  Treat  proficiency  testing  samples 
in  the  same  manner  as  patient  samples; 

(2)  Meet  the  requirements  of  }  493.63: 

(3)  Comply  writh  the  requirements  of 
the  approved  accreditation  program; 

(4)  Permit  random  sample  validation 
and  complaint  inspections  as  required  in 
subpart  Q  of  this  part; 

(5)  Permit  HHS  to  monitor  the 
correction  of  any  deficiencies  found 
through  the  inspections  specified  in 
paragraph  (b)(4)  of  this  section; 

(6)  Authorize  the  accreditation 
program  to  release  to  f IHS  the 
laboratory's  inspection  findings 
whenever  HHS  conducts  random 
sample  or  complaint  inspections;  and 

(7)  Authorize  its  accreditation 
program  to  submit  to  HHS  the  results  of 
the  laboratory’s  proficiency  testing. 

(c)  A  laboratory  failing  to  meet  the 
requirements  of  this  section — 

(1)  Will  no  longer  meet  the 
requirements  of  this  part  by  virtue  of  its 
accreditation  in  an  approved 
accreditation  program: 

(2)  Will  be  subject  to  full 
determination  of  compliance  by  HHS: 

(3)  May  be  subject  to  suspension 
revocation  or  limitation  of  the 
laboratory’s  certificate  of  accreditation 
or  certain  alternative  sanctions;  and 

(4)  May  be  subject  to  suspension  of 
payments  under  Medicare  and  Medicaid 
as  specified  in  subpart  R. 

(d)  A  certificate  of  accreditation 
issued  under  this  subpart  is  valid  for  no 
more  than  2  years.  In  the  event  of  a  non- 
compliance  determination  as  a  result  of 
a  random  sample  validation  or 
complaint  inspection,  a  laboratory  will 
be  subject  to  a  full  review  by  HHS  in 
accordance  with  i  488.11  of  this  chapter. 


(e)  Failure  to  meet  the  applicable 
requirements  of  part  493,  will  result  in 
an  action  by  H(^  to  suspend,  revoke  or 
limit  the  certificate  of  accreditation. 

HHS  will— 

(1)  Provide  the  laboratory  with  a 
statement  of  grounds  on  which  the 
determination  of  noncompliance  is 
based; 

(2)  Notify  the  laboratory  if  it  is  eligible 
to  apply  for  a  certificate  as  defined  in 
subpart  C  of  this  part;  and 

(3)  Offer  an  opportunity  for  appeal  as 
provided  in  subpart  R  of  this  part. 

(f)  If  the  laboratory  requests  a  hearing 
within  the  time  frame  specified  by 
HHS— 

(1)  It  retains  its  certificate  of 
accreditation  or  reissued  certificate  of 
accreditation  until  a  decision  is  made  by 
an  administrative  law  judge  as  provided 
in  subpart  R  of  this  part,  unless  HHS 
finds  that  conditions  at  the  laboratory 
pose  an  imminent  and  serious  risk  to 
human  health;  and 

(2)  For  those  laboratories  receiving 
payments  from  the  Medicare  or 
Medicaid  program,  such  payments  will 
be  suspended  on  the  effective  date 
specified  in  the  notice  to  the  laboratory 
even  if  there  has  been  no  appeals 
decision  issued. 

(g)  In  the  event  the  accreditation 
organization’s  approval  is  removed  by 
HHS,  the  laboratory  will  be  subject  to 
the  applicable  requirements  of  subpart  C 
of  this  part  or  §  493.57. 

(h)  A  laboratory  seeking  to  renew  its 
certificate  of  accreditation  must — 

(1)  Complete  and  return  the  renewal 
application  to  HHS  9  to  12  months  prior 
to  the  expiration  of  the  certificate  of 
accreditation: 

(2)  Meet  the  requirements  of  this 
subpart;  and 

(3)  Submit  the  certificate  of 
accreditation  fee  specified  in  subpart  F 
of  this  part. 

(i)  If  HHS  determines  that  the  renewal 
application  for  a  certificate  of 
accreditation  is  to  be  denied  or  limited. 
HHS  will  notify  the  laboratory  in  writing 
of — 

(1)  The  basis  for  denial  of  the 
application: 

(2)  Whether  the  laboratory  is  eligible 
for  a  certificate  as  defined  in  subpart  C 
of  this  part; 

(3)  liie  opportunity  for  appeal  on 
HI^’s  action  to  deny  die  renewal 
application  for  certificate  of 
accreditation  as  provided  in  subpart  R 
of  this  part.  If  the  laboratory  requests  a 
hearing  within  the  time  frame  specified 
by  HHS.  it  retains  its  certificate  of 
accreditation  or  reissued  certificate  of 
accreditation  until  a  dedsion  is  made  by 
an  administrative  law  judge  at  provided 
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in  subpart  R  of  this  part,  unless  HHS 
finds  that  conditions  at  the  laboratory 
pose  an  imminent  and  serious  risk  to 
human  health;  and 

(4)  Suspension  of  payments  under 
Medicare  or  Medicaid  for  those 
laboratories  receiving  payments  under 
the  Medicare  or  Medicaid  programs. 

§  493.63  Notification  requirements  for 
laboratories  issued  a  certificate  of 
accreditation. 

Laboratories  issued  a  certiHcate  of 
accreditation  must: 

(a)  Notify  HHS  and  the  approved 
accreditation  program  within  30  days  of 
any  changes  in — 

(1)  Ownership: 

(2)  Name; 

(3)  Location;  or 

(4)  Director. 

(b)  Notify  the  approved  accreditation 
program  no  later  than  6  months  after 
performing  any  test  or  examination 
within  a  specialty  or  subspecialty  area 
that  is  not  included  in  the  laboratory's 
accreditation,  so  that  the  accreditation 
organization  can  determine  compliance 
and  a  new  certificate  of  accreditation 
can  be  issued. 

(c)  Notify  the  accreditation  program 
no  later  than  6  months  after  of  any 
deletions  or  changes  in  test 
methodologies  for  any  test  or 
examination  included  in  a  specialty  or 
subspecialty,  or  both,  for  which  the 
laboratory  has  been  issued  a  certificate 
of  accreditation. 

Subpart  H— Participation  in  Proficiency 
Testing  for  Laboratories  Performing 
Tests  of  Moderate  or  High  Complexity, 
or  Both 

§  493.801  Condition:  Enrollment  and 
testing  of  samples. 

Each  laboratory  must  enroll  in  a 
proficiency  testing  (PT)  program  that 
meets  the  criteria  in  subpart  I  of  this 
part  and  is  approved  by  HHS.  The 
laboratory  must  enroll  in  an  approved 
program  or  programs  for  each  of  the 
specialties  and  subspecialties  for  which 
it  seeks  certification.  The  laboratory 
must  test  the  samples  in  the  same 
manner  as  patients’  specimens.  For 
laboratories  subject  to  42  CFR  part  493 
published  on  March  14, 1990  (55  FR  9538) 
prior  to  September  1. 1992,  the  rules  of 
this  subpart  are  effective  on  September 
1, 1992.  For  all  other  laboratories,  the 
rules  of  this  subpart  are  effective 
January  1. 1994. 

(a)  Standard;  Enrollment.  The 
laboratory  must — 

(1)  Notify  HHS  of  the  approved 
program  or  programs  in  which  it  chooses 
to  participate  to  meet  proficiency  testing 
requirements  of  this  subpart. 


(2) (i)  Designate  the  program(s)  to  be 
used  for  each  specialty,  subspecialty, 
and  analyte  or  test  to  determine 
compliance  with  this  subpart  if  the 
laboratory  participates  in  more  than  one 
proficiency  testing  program  approved  by 
HCFA:  and 

(ii)  For  those  tests  performed  by  the 
laboratory  that  are  not  included  in 
subpart  I  of  this  part,  a  laboratory  must 
establish  and  maintain  the  accuracy  and 
reliability  of  its  testing  procedures,  in 
accordance  with  §  493.1709. 

(3)  For  each  specialty,  subspecialty 
and  analyte  or  test,  participate  in  one 
approved  proficiency  testing  program  or 
programs,  for  one  year  before 
designating  a  different  program  and 
must  notify  HCFA  before  any  change  in 
designation;  and 

(4)  Authorize  the  proficiency  testing 
program  to  release  to  HHS  all  data 
required  to — 

(i)  Determine  the  laboratory’s 
compliance  with  this  subpart;  and 

(ii)  Make  PT  results  available  to  the 
public  as  required  in  section  353(f)(3)(F) 
of  the  Public  Health  Service  Act. 

(b)  Standard;  Testing  of  proficiency 
testing  samples.  The  laboratory  must 
examine  or  test,  as  applicable,  the 
proficiency  testing  samples  it  receives 
from  the  proficiency  testing  program  in 
the  same  manner  as  it  tests  patient 
specimens. 

(1)  The  samples  must  be  examined  or 
tested  with  the  laboratory’s  regular 
patient  workload  by  personnel  who 
routinely  perform  the  testing  in  the 
laboratory,  using  the  laboratory’s 
routine  methods.  The  individual  testing 
or  examining  the  samples  and  the 
laboratory  director  must  attest  to  the 
routine  integration  of  the  samples  into 
the  patient  workload  using  the 
laboratory’s  routine  methods. 

(2)  The  laboratory  must  test  samples 
the  same  number  of  times  that  it 
routinely  tests  patient  samples. 

(3)  Laboratories  that  perform  tests  on 
proficiency  testing  samples  must  not 
engage  in  any  inter-laboratory 
communications  pertaining  to  the  results 
of  proficiency  testing  sample(s)  until 
after  the  date  by  which  the  laboratory 
must  report  proficiency  testing  results  to 
the  program  for  the  testing  event  in 
which  the  samples  were  sent. 
Laboratories  with  multiple  testing  sites 
or  separate  locations  must  not 
participate  in  any  communications  or 
discussions  across  sites/locations 
concerning  proficiency  testing  sample 
results  until  after  the  date  by  which  the 
laboratory  must  report  proficiency 
testing  results  to  the  program. 

(4)  The  laboratory  must  not  send  PT 
samples  or  portions  of  samples  to 
another  laboratory  for  any  analysis 


which  they  are  certified  to  perform  in 
their  own  laboratory.  Any  laboratory 
that  HCFA  determines  intentionally 
referred  its  proficiency  testing  samples 
to  another  laboratory  for  analysis  and 
submits  the  other  laboratory’s  results  as 
their  own  will  have  its  certification 
revoked  for  at  least  one  year.  Any 
laboratory  that  receives  proficiency 
testing  samples  from  another  laboratory 
for  testing  must  notify  HCFA  of  the 
receipt  of  those  samples. 

(5)  The  laboratory  must  document  the 
handling,  preparation,  processing, 
examination,  and  each  step  in  the 
testing  and  reporting  of  results  for  all 
proficiency  testing  samples.  The 
laboratory  must  maintain  a  copy  of  all 
records,  including  a  copy  of  the 
proficiency  testing  program  report  forms 
used  by  the  laboratory  to  record 
proficiency  testing  results  including  the 
attestation  statement  provided  by  the 
PT  program,  signed  by  the  analyst  and 
the  laboratory  director,  documenting 
that  proficiency  testing  samples  were 
tested  in  the  same  manner  as  patient 
specimens,  for  a  minimum  of  two  years 
from  the  date  of  the  proficiency  testing 
event. 

(6)  PT  is  required  for  only  the  test 
system,  assay,  or  examination  used  as 
the  primary  method  for  patient  testing 
during  the  PT  event, 

§  493.803  Condition:  Successful 
participation. 

(a)  Each  laboratory  performing  tests 
of  moderate  and/or  high  complexity 
must  successfully  participate  in  a 
proficiency  testing  program  approved  by 
HCFA,  if  applicable,  as  described  in 
subpart  1  of  this  part  for  each  specialty, 
subspecialty,  and  analyte  or  test  in 
which  the  laboratory  is  certified  under 
CUA. 

(b)  If  the  laboratory  fails  to  participate 
successfully  in  proficiency  testing  for  a 
given  specialty,  subspecialty,  analyte  or 
test,  as  defined  in  this  section,  or  fails  to 
take  remedial  action  when  an  individual 
fails  gynecologic  cytology,  sanctions 
will  be  taken  as  defined  in  subpart  R  of 
this  part. 

§  493.807  Condition:  Reinstatement  of 
laboratories  performing  tests  of  moderate 
or  high  compiexity,  or  both,  after  failure  to 
participate  successfully. 

(a)  If  a  laboratory’s  certificate  is 
suspended  and/or  Medicare  or 
Medicaid  approval  is  terminated 
because  it  fails  to  participate 
successfully  in  proficiency  testing  for 
one  or  more  specialties,  subspecialties, 
analyte  or  test,  or  voluntarily  withdraws 
its  certification  under  CUA  for  the 
failed  specialty,  subspecialty,  or 
analyte,  the  laboratory  must  then 
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demonstrate  sustained  satisfactory 
performance  on  two  consecutive 
proficiency  testing  events,  one  of  which 
may  be  on  site,  before  HCFA  will 
consider  it  for  reinstatement  for 
certiHcation  and  Medicare  or  Medicaid 
approval  in  that  specialty,  subspecialty, 
analyte  or  test 

(b)  The  termination  period  for 
Medicare  or  Medicaid  approval  or 
period  for  suspension  of  certification 
under  CLIA  for  the  failed  specialty, 
subspecialty,  or  analyte  or  test  is  for  a 
period  of  not  less  than  six  months  from 
the  date  of  termination  or  suspension. 

(c)  If  a  laboratory's  certiHcate  is 
suspended  and/or  Medicare  or 
Medicaid  approval  is  terminated  in 
gynecologic  cytology,  the  laboratory 
must  take  corrective  action  and  reapply 
for  certiHcation. 

Profideiicy  Testing  by  Spedalty  and 
Subspecialty  for  Labwatocies 
Performing  Tests  of  Moderate  or  High 
Complexity,  or  Both 

§  493.621  Condition:  Microbioiogy. 

The  specialty  of  microbiology 
includes,  for  purposes  of  proHciency 
testing,  the  subspecialties  of 
bacteriology,  mycobacteriology, 
mycology,  parasitology  and  virology. 

§  493J23  Standard;  Bacteriology. 

(a)  Failiue  to  attain  an  overall  testing 
event  score  of  at  least  80  percent  is 
unsatisfactory  performance. 

(b)  Failure  to  participate  in  a  testing 
event  is  unsatisfactory  performance  and 
results  in  a  score  of  0  for  the  testing 
event.  Consideration  may  be  given  to 
those  laboratories  failing  to  participate 
in  a  testing  event  only  if— 

(1)  Patient  testing  was  suspended 
during  the  time  frame  allotted  for  testing 
and  reporting  proficiency  testing  results; 

(2)  llie  lab^tory  notifies  the 
inspecting  agency  and  the  proficiency 
testing  program  within  the  time  frame 
for  submitting  proficiency  testing  results 
of  the  suspension  of  patient  testing  and 
the  circumstances  associated  with 
failure  to  perform  tests  on  proficiency 
testing  samples;  and 

(3)  The  laboratory  participated  in  the 
previous  two  proficiency  testing  events. 

(c)  Failure  to  return  proficiency  testing 
results  to  the  proficiency  testing 
program  within  the  time  frame  specified 
by  the  program  is  unsatisfactory 
performance  and  results  in  a  score  of  0 
for  the  testing  event. 

(d) (1)  For  any  unsatisfactory  testing 
event  for  reasons  other  than  a  failure  to 
participate,  the  laboratory  must 
undertake  appropriate  training  and 
employ  the  technical  assistance 
necessary  to  conect  problems 


associated  with  a  proficiency  testing 
failure. 

(2)  Remedial  action  must  be  taken  and 
documented,  and  the  documentation 
must  be  maintained  by  the  laboratory 
for  two  years  fix)m  the  date  of 
participation  in  the  proficiency  testing 
event 

(e)  Failure  to  achieve  an  overall 
testing  event  score  of  satisfactory 
performance  for  two  consecutive  testing 
events  or  two  out  of  three  consecutive 
testing  events  is  unsuccessful 
performance. 

§493.825  SUMKiard;  Hycobactertology. 

(a)  Failure  to  attain  an  overall  testing 
event  score  of  at  least  80  percent  is 
unsatisfactory  performance. 

(b)  Failure  to  participate  in  a  testing 
event  is  unsatisfactory  perfonnance  and 
results  in  a  score  of  0  for  the  testing 
event.  Consideration  may  be  given  to 
those  laboratories  failing  to  participate 
in  a  testing  event  only  if — 

(1)  Patient  testing  was  suspended 
during  the  time  frame  allotted  for  testing 
and  reporting  proficiency  testing  results; 

(2)  The  laboratory  notifies  the 
inspecting  agency  and  the  proficiency 
testing  program  within  the  time  frame 
for  submitting  proficiency  testing  results 
of  the  suspension  of  patient  testing  and 
the  circumstances  associated  with 
failure  to  perform  tests  on  proficiency 
testing  samples;  and 

(3)  The  laboratory  participated  in  the 
previous  two  proficiency  testing  events. 

(c)  Failure  to  return  proficiency  testing 
results  to  the  proficiency  testing 
program  within  the  time  frame  specified 
by  the  program  is  unsatisfactory 
p^ormance  and  results  in  a  score  of  0 
for  the  testing  event. 

(d) (1)  For  any  unsatisfactory  testing 
event  for  reasons  other  than  a  failure  to 
participate,  the  laboratory  must 
undertake  appropriate  training  and 
employ  the  technical  assistance 
necessary  to  correct  problems 
associated  with  a  proficiency  testing 
failure. 

(2)  Remedial  action  must  be  taken  and 
documented,  and  the  documentation 
must  be  maintained  by  the  laboratory 
for  two  years  from  the  date  of 
participation  in  the  proficiency  testing 
event. 

(e)  Failure  to  achieve  an  overall 
testing  event  score  of  satisfactory 
performance  for  two  consecutive  testing 
events  or  two  out  of  three  consecutive 
testing  events  is  unsuccessful 
performance. 

§  493.827  Standard;  Mycology. 

(a)  Failure  to  attain  an  overall  testing 
event  score  of  at  least  80  percent  is 
unsatisfactory  performance. 


(b)  Failure  to  participate  in  a  testing 
event  is  unsatisfactory  performance  and 
results  in  a  score  of  0  for  the  testing 
event.  Consideration  may  be  given  to 
those  laboratories  failing  to  participate 
in  a  testing  event  only  if — 

(1)  Patient  testing  was  suspended 
during  the  time  frame  allotted  for  testing 
and  reporting  proficiency  testing  results; 

(2)  The  laboratory  notifies  the 
inspecting  agency  and  the  proficiency 
testing  program  within  the  time  frame 
for  submitting  proficiency  testing  results 
of  the  suspension  of  patient  testing  and 
the  circumstances  associated  with 
failure  to  perform  tests  on  proficiency 
testing  samples;  and 

(3)  The  laboratory  participated  in  the 
previous  two  proficiency  testing  events. 

(c)  Failure  to  return  proficiency  testing 
results  to  the  proficiency  testing 
program  within  the  time  frame  specified 
by  the  program  is  unsatisfactory 
performance  and  results  in  a  score  of  0 
for  the  testing  event. 

(d) (1)  For  any  unsatisfactory  testing 
event  for  reasons  other  than  a  failure  to 
participate,  the  laboratory  must 
undertake  appropriate  training  and 
employ  the  technical  assistance 
necessary  to  correct  problems 
associated  with  a  proficiency  testing 
failure. 

(2)  Remedial  action  must  be  taken  and 
documented,  and  the  documentation 
must  be  maintained  by  the  laboratory 
for  two  years  from  the  date  of 
participation  in  the  proficiency  testing 
event. 

(e)  Failure  to  achieve  an  overall 
testing  event  score  of  satisfactory 
performance  for  two  consecutive  testing 
events  or  two  out  of  three  consecutive 
testing  events  is  unsuccessful 
performance. 

§  493.829  Standard;  Parasitology. 

(a)  Failure  to  attain  an  overall  testing 
event  score  of  at  least  80  percent  is 
unsatisfactory  performance. 

(b)  Failure  to  participate  in  a  testing 
event  is  unsatisfactory  performance  and 
results  in  a  score  of  0  for  the  testing 
event.  Consideratioa  may  be  given  to 
those  laboratories  failing  to  participate 
in  a  testing  event  only  if — 

(1)  Patient  testing  was  suspended 
during  the  time  frame  allotted  tor  testing 
and  reporting  proficiency  testing  results: 

(2)  The  laboratory  notifies  the 
inspecting  agency  and  the  proficiency 
testing  pro^am  within  the  time  frame 
for  sito^tting  proficiency  testing  results 
of  the  suspension  of  patient  testing  and 
the  circumstances  associated  with 
failure  to  perform  tests  on  proficiency 
testing  samples;  and 
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(3)  The  laboratory  participated  in  the 
previous  two  proficiency  testing  events. 

(c)  Failure  to  return  proficiency  testing 
results  to  the  proficiency  testing 
program  within  the  time  frame  specified 
by  the  program  is  unsatisfactory 
performance  and  results  in  a  score  of  0 
for  the  testing  event. 

(dKl)  For  any  unsatisfactory  testing 
event  for  reasons  other  than  a  failure  to 
participate,  the  laboratory  must 
undertake  appropriate  training  and 
employ  the  technical  assistance 
necessary  to  correct  problems 
associated  with  a  proficiency  testing 
failure. 

(2)  Remedial  action  must  be  taken  and 
documented,  and  the  documentation 
must  be  maintained  by  the  laboratory 
for  two  years  from  the  date  of 
participation  in  the  proficiency  testing 
event. 

(e)  Failure  to  achieve  an  overall 
testing  event  score  of  satisfactory 
performance  for  two  consecutive  testing 
events  or  two  out  of  three  consecutive 
testing  events  is  unsuccessful 
performance. 

§  493.831  Standard;  Virology. 

(a)  Failure  to  attain  an  overall  testing 
event  score  of  at  least  80  percent  is 
unsatisfactory  performance. 

(b)  Failure  to  participate  in  a  testing 
event  is  unsatisfactory  performance  and 
results  in  a  score  of  0  for  the  testing 
event.  Consideration  may  be  given  to 
those  laboratories  failing  to  participate 
in  a  testing  event  only  if — 

(1)  Patient  testing  was  suspended 
during  the  time  frame  allotted  for  testing 
and  reporting  proficiency  testing  results; 

(2)  The  laboratory  notifies  the 
inspecting  agency  and  the  proficiency 
testing  program  within  the  time  frame 
for  submitting  proficiency  testing  results 
of  the  suspension  of  patient  testing  and 
the  circumstances  associated  with 
failure  to  perform  tests  on  proficiency 
testing  samples;  and 

(3)  The  laboratory  participated  in  the 
previous  two  proficiency  testing  events. 

(c)  Failure  to  return  proficiency  testing 
results  to  the  proficiency  testing 
program  within  the  time  frame  specified 
by  the  program  is  unsatisfactory 
performance  and  results  in  a  score  of  0 
for  the  testing  event. 

(d) (1)  For  any  unsatisfactory  testing 
event  for  reasons  Other  than  a  failure  to 
participate,  the  laboratory  must 
undertake  appropriate  training  and 
employ  the  technical  assistance 
necessary  to  correct  problems 
associated  with  a  proficiency  testing 
failure. 

(2)  For  any  unsatisfactory  testing 
events,  remedial  action  must  be  taken 
and  documented,  and  the  documentation 


must  be  maintained  by  the  laboratory 
for  two  years  from  the  date  of 
participation  in  the  proficiency  testing 
event. 

(e)  Failure  to  achieve  an  overall 
testing  event  score  of  satisfactory 
performance  for  two  consecutive  testing 
events  or  two  out  of  three  consecutive 
testing  events  is  unsuccessful 
performance. 

§  493.833  Condition:  Diagnostic 
Immunology. 

The  specialty  of  diagnostic 
immunology  includes  for  purposes  of 
proficiency  testing  the  subspecialties  of 
syphilis  serology  and  general 
immunology. 

§  493.835  Standard;  Syphilis  serology. 

(a)  Failure  to  attain  an  overall  testing 
event  score  of  at  least  80  percent  is 
unsatisfactory  performance. 

(b)  Failure  to  participate  in  a  testing 
event  is  unsatisfactory  performance  and 
results  in  a  score  of  0  for  the  testing 
event.  Consideration  may  be  given  to 
those  laboratories  failing  to  participate 
in  a  testing  event  only  if — 

(1)  Patient  testing  was  suspended 
during  the  time  frame  allotted  for  testing 
and  reporting  proficiency  testing  results; 

(2)  TTie  laboratory  notifies  the 
inspecting  agency  and  the  proficiency 
testing  program  within  the  time  frame 
for  submitting  proficiency  testing  results 
of  the  suspension  of  patient  testing  and 
the  circumstances  associated  with 
failure  to  perform  tests  on  proficiency 
testing  samples;  and 

(3)  The  laboratory  participated  in  the 
previous  two  proficiency  testing  events. 

(c)  Failure  to  return  proficiency  testing 
results  to  the  proficiency  testing 
program  within  the  time  frame  specified 
by  the  program  is  unsatisfactory 
performance  and  results  in  a  score  of  0 
for  the  testing  event. 

(d) (1)  For  any  unsatisfactory  testing 
event  for  reasons  other  than  a  failure  to 
participate,  the  laboratory  must 
undertake  appropriate  training  and 
employ  the  technical  assistance 
necessary  to  correct  problems 
associated  with  a  proficiency  testing 
failure. 

(2)  For  any  unacceptable  testing  event 
score,  remedial  action  must  be  taken 
and  documented,  and  the  documentation 
must  be  maintained  by  the  laboratory 
for  two  years  from  the  date  of 
participation  in  the  proficiency  testing 
event. 

(e)  Failure  to  achieve  an  overall 
testing  event  score  of  satisfactory 
performance  for  two  consecutive  testing 
events  or  two  out  of  three  consecutive 
testing  events  is  unsuccessful 
performance. 


§  493.837  Standard;  General  Immunology. 

(a)  Failure  to  attain  a  score  of  at  least 
80  percent  of  acceptable  responses  for 
each  analyte  in  each  testing  event  is 
unsatisfactory  analyte  performance  for 
the  testing  event. 

(b)  Failure  to  attain  an  overall  testing 
event  score  of  at  least  80  percent  is 
unsatisfactory  performance. 

(c)  Failure  to  participate  in  a  testing 
event  is  unsatisfactory  performance  and 
results  in  a  score  of  0  for  the  testing 
event.  Consideration  may  be  given  to 
those  laboratories  failing  to  participate 
in  a  testing  event  only  if — 

(1)  Patient  testing  was  suspended 
during  the  time  frame  allotted  for  testing 
and  reporting  proficiency  testing  results; 

(2)  The  laboratory  notifies  the 
inspecting  agency  and  the  proficiency 
testing  program  within  the  time  frame 
for  submitting  proficiency  testing  results 
of  the  suspension  of  patient  testing  and 
the  circumstances  associated  with 
failure  to  perform  tests  on  proficiency 
testing  samples;  and 

(3)  The  laboratory  participated  in  the 
previous  two  proficiency  testing  events. 

(d)  Failure  to  return  proficiency 
testing  results  to  the  proficiency  testing 
program  within  the  time  frame  specified 
by  the  program  is  unsatisfactory 
performance  and  results  in  a  score  of  0 
for  the  testing  event. 

(e) (1)  For  any  unsatisfactory  analyte 
or  test  performance  or  testing  event  for 
reasons  other  than  a  failure  to 
participate,  the  laboratory  must 
undertake  appropriate  training  and 
employ  the  technical  assistance 
necessary  to  correct  problems 
associated  with  a  proficiency  testing 
failure. 

(2)  For  any  unacceptable  analyte  or 
testing  event  score,  remedial  action 
must  be  taken  and  documented,  and  the 
documentation  must  be  maintained  by 
the  laboratory  for  two  years  from  the 
date  of  participation  in  the  proficiency 
testing  event. 

(f)  Failure  to  achieve  satisfactory 
performance  for  the  same  analyte  or  lest 
in  two  consecutive  testing  events  or  two 
out  of  three  consecutive  testing  events  is 
unsuccessful  performance. 

(g)  Failure  to  achieve  an  overall 
testing  event  score  of  satisfactory 
performance  for  two  consecutive  testing 
events  or  two  out  of  three  consecutive 
testing  events  is  unsuccessful 
performance. 

§  493.839  Condition:  Chemistry. 

The  specialty  of  chemistry  includes 
for  the  purposes  of  proficiency  testing 
the  subspecialties  of  routine  chemistry, 
endocrinology,  and  toxicoilogy. 
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§  493.841  Standard;  Routine  chemistry. 

(a)  Failure  to  attain  a  score  of  at  least 
80  percent  of  acceptable  responses  for 
each  analyte  in  each  testing  event  is 
unsatisfactory  analyte  performance  for 
the  testing  event. 

(b)  Failure  to  attain  an  overall  testing 
event  score  of  at  least  80  percent  is 
unsatisfactory  performance. 

(c)  Failure  to  participate  in  a  testing 
event  is  unsatisfactory  performance  and 
results  in  a  score  of  0  for  the  testing  ^ 
event.  Consideration  may  be  given  to 
those  laboratories  failing  to  participate 
in  a  testing  event  only  if — 

(1)  Patient  testing  was  suspended 
during  the  time  frame  allotted  for  testing 
and  reporting  proficiency  testing  results: 

(2)  The  laboratory  notiHes  the 
inspecting  agency  and  the  proficiency 
testing  program  within  the  time  frame 
for  submitting  proficiency  testing  results 
of  the  suspension  of  patient  testing  and 
the  circumstances  associated  with 
failure  to  perform  tests  on  proficiency 
testing  samples;  and 

(3)  The  laboratory  participated  in  the 
previous  two  proficiency  testing  events. 

(d)  Failure  to  return  proficiency 
testing  results  to  the  proficiency  testing 
program  within  the  time  frame  specified 
by  the  program  is  unsatisfactory 
performance  and  results  in  a  score  of  0 
for  the  testing  event. 

(e) (1)  For  any  unsatisfactory  analyte 
or  test  performance  or  testing  event  for 
reasons  other  than  a  failure  to 
participate,  the  laboratory  must 
undertake  appropriate  training  and 
employ  the  technical  assistance 
necessary  to  correct  problems 
associated  with  a  proficiency  testing 
failure. 

(2)  For  any  unacceptable  analyte  or 
testing  event  score,  remedial  action 
must  be  taken  and  documented,  and  the 
documentation  must  be  maintained  by 
the  laboratory  for  two  years  from  the 
date  of  participation  in  the  proficiency 
testing  event. 

(f)  Failure  to  achieve  satisfactory 
performance  for  the  same  analyte  or  test 
in  two  consecutive  testing  events  or  two 
out  of  three  consecutive  testing  events  is 
unsuccessful  performance. 

(g)  Failure  to  achieve  an  overall 
testing  event  score  of  satisfactory 
performance  for  two  consecutive  testing 
events  or  two  out  of  three  consecutive 
testing  events  is  unsuccessful 
performance. 

§  493.843  Standard;  Endocrinology. 

(a)  Failure  to  attain  a  score  of  at  least 
80  percent  of  acceptable  responses  for 
each  analyte  in  each  testing  event  is 
unsatisfactory  analyte  performance  for 
the  testing  event. 


(b)  Failure  to  attain  an  overall  testing 
event  score  of  at  least  80  percent  is 
unsatisfactory  performance. 

(c)  Failure  to  participate  in  a  testing 
event  is  unsatisfactory  performance  and 
results  in  a  score  of  0  for  the  testing 
event.  Consideration  may  be  given  to 
those  laboratories  failing  to  participate 
in  a  testing  event  only  if — 

(1)  Patient  testing  was  suspended 
during  the  time  frame  allotted  for  testing 
and  reporting  proficiency  testing  results; 

(2)  The  laboratory  notifies  the 
inspecting  agency  and  the  proficiency 
testing  program  within  the  time  frame 
for  submitting  proficiency  testing  results 
of  the  suspension  of  patient  testing  and 
the  circumstances  associated  with 
failure  to  perform  tests  on  proficiency 
testing  samples;  and 

(3)  The  laboratory  participated  in  the 
previous  two  proficiency  testing  events. 

(d)  Failure  to  return  proficiency 
testing  results  to  the  proficiency  testing 
program  within  the  time  frame  specified 
by  the  program  is  unsatisfactory 
performance  and  results  in  a  score  of  0 
for  the  testing  event. 

(e) (1)  For  any  unsatisfactory  analyte 
or  test  performance  or  testing  event  for 
reasons  other  than  a  failure  to 
participate,  the  laboratory  must 
undertake  appropriate  training  and 
employ  the  technical  assistance 
necessary  to  correct  problems 
associated  with  a  proficiency  testing 
failure. 

(2)  For  any  unacceptable  analyte  or 
testing  event  score,  remedial  action 
must  be  taken  and  documented,  and  the 
documentation  must  be  maintained  by 
the  laboratory  for  two  years  from  the 
date  of  participation  in  the  proficiency 
testing  event. 

(f)  Failure  to  achieve  satisfactory 
performance  for  the  same  analyte  or  test 
in  two  consecutive  testing  events  or  two 
out  of  three  consecutive  testing  events  is 
unsuccessful  performance. 

(g)  Failure  to  achieve  an  overall 
testing  event  score  of  satisfactory 
performance  for  two  consecutive  testing 
events  or  two  out  of  three  consecutive 
testing  events  is  unsuccessful 
performance. 

§  493.845  Standard;  Toxicology. 

(a)  Failure  to  attain  a  score  of  at  least 
80  percent  of  acceptable  responses  for 
each  analyte  in  each  testing  event  is 
unsatisfactory  analyte  performance  for 
the  testing  event. 

(b)  Failure  to  attain  an  overall  testing 
event  score  of  at  least  80  percent  is 
unsatisfactory  performance. 

(c)  Failure  to  participate  in  a  testing 
event  is  unsatisfactory  performance  and 
results  in  a  score  of  0  for  the  testing 
event.  Consideration  may  be  given  to 


those  laboratories  failing  to  participate 
in  a  testing  event  only  if — 

(1)  Patient  testing  was  suspended 
during  the  time  frame  allotted  for  testing 
and  reporting  proficiency  testing  results; 

(2)  The  laboratory  notifies  the 
inspecting  agency  and  the  proficiency 
testing  program  within  the  time  frame 
for  submitting  proficiency  testing  results 
of  the  suspension  of  patient  testing  and 
the  circumstances  associated  with 
failure  to  perform  tests  on  proficiency 
testing  samples;  and 

(3)  The  laboratory  participated  in  the 
previous  two  proficiency  testing  events. 

(d)  Failure  to  return  proficiency 
testing  results  to  the  proficiency  testing 
program  within  the  time  frame  specified 
by  the  program  is  unsatisfactory 
performance  and  results  in  a  score  of  0 
for  the  testing  event. 

(e) (1)  For  any  unsatisfactory  analyte 
or  test  performance  or  testing  event  for 
reasons  other  than  a  failure  to 
participate,  the  laboratory  must 
undertake  appropriate  training  and 
employ  the  technical  assistance 
necessary  to  correct  problems 
associated  with  a  proficiency  testing 
failure. 

(2)  For  any  unacceptable  analyte  or 
testing  event  score,  remedial  action 
must  be  taken  and  documented,  and  the 
documentation  must  be  maintained  by 
the  laboratory  for  two  years  from  the 
date  of  participation  in  the  proficiency 
testing  event. 

(f)  Failure  to  achieve  satisfactory 
performance  for  the  same  analyte  or  test 
in  two  consecutive  testing  events  or  two 
out  of  three  consecutive  testing  events  is 
unsuccessful  performance. 

(g)  Failure  to  achieve  an  overall 
testing  event  score  of  satisfactory 
performance  for  two  consecutive  testing 
events  or  two  out  of  three  consecutive 
testing  events  is  unsuccessful 
performance. 

§  493.849  Condition:  Hematology. 

The  specialty  of  hematology,  for  the 
purpose  of  proficiency  testing,  is  not 
subdivided  into  subspccialties  of  testing. 

§  493.851  Standard;  Hematology. 

(a)  Failure  to  attain  a  score  of  at  least 
80  percent  of  acceptable  responses  for 
each  analyte  in  each  testing  event  is 
unsatisfactory  analyte  performance  for 
the  testing  event. 

(b)  Failure  to  attain  an  overall  testing 
event  score  of  at  least  80  percent  is 
unsatisfactory  performance. 

(c)  Failure  to  participate  in  a  testing 
event  is  unsatisfactory  performance  and 
results  in  a  score  of  0  for  the  testing 
event.  Consideration  may  be  given  to 
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those  Laboratories  Cailing  to  participate 
in  a  testing  event  only  if — 

(1)  Patient  testing  was  suspended 
during,  the  time  Erame  allotted  foe  testing 
and  reporting  proficiency  testing  results; 

{2J  "^e  lateratory  notifies  the 
inspecting  agency  and  the  proficiency 
testing  program  withirr  the  time  frame 
for  submitting  proficiency  testing  results 
of  the  suspension  of  patient  testing  and 
the  circumstances  associated  with 
failure  to  perham  tests  on  proficiency 
testing  samples;  and 

(3)  The  laboratory  participated  in  the 
previous  two  proficiency  testing  events. 

(d)  Failure  to  return  proficiency 
testing  reaolta  to  the  proficiency  testing 
program  wkfain  the  time  frame  specified 
by  ^e  program  is  unsatisfactory 
performance  and  results  in  a  score  of  0 
for  the  testing  event 

{e)(l]  For  any  unsatisfactwy  analyte 
or  test  performance  or  testing  event  for 
reasons  other  than  a  failure  to 
participate.,  the  laboratory  must 
undertake  appropriate  Gaining  and 
employ  the  technical  assistance 
necessary  to  correct  problems 
associated  with  a  proficiency  testing 
failure. 

(2)  For  any  unacceptable  analyte  or 
testing  event  score,  remedial  action 
must  be  taken  and  documented,  and  the 
documentation  must  be  maintained  by 
the  laboratory  for  two  years  &om  the 
date  of  participation  in  the  proficiency 
testing  event 

(f)  Failure  to  achieve  satisfactory 
performance  for  the  same  analyte  in  two 
consecutive  events  or  two  out  of  three 
consecutive  testing  events  is 
unsuccessful  performance. 

(gl  Failure  to  achieve  an  overall 
testing  event  score  of  satisfactory 
performance  for  tw^o  consecutive  testing 
events  or  two  out  of  three  consecutive 
testing  events  is  unsuccessful 
performance. 

§  493.853  Condition:  Pattioiogy. 

The  specialty  of  pathology  includes, 
for  purposes  of  proficiency  testing,  the 
subspecialty  of  cytology  limited  to 
gynecotogic  examinations. 

S  493.855  Standard;  Cytology: 
gynecologic  examinations. 

To  participate  successfully  in  a 
cytology  proficiency  testing  program  for 
gynecologic  examinations  (Pap  smears], 
the  laboratory  must  meet  the 
requirements  of  paragraphs  (a)  through 
(c)  of  this  section. 

(a)  The  laboratory  must  ensure  that 
each  individual  engaged  in  the 
examination  of  gj  necologic  preparations 
is  enrolled  in  a  proficiency  testing 
program  approved  by  HCFA  by  January 
1, 1994.  The  laboratory  must  ensure  that 


each  individual  is  tested  at  least  once 
per  year  and  obtains  a  passing  score.  To 
ensure  this  annual  testing  of  individuals, 
an  announced  or  unannounced  testing 
event  will  be  conducted  on-site  in  each 
laboratory  at  least  once  each  year. 
Laboratories  will  be  notified  of  the  time 
of  each  announced  on-site  testing  event 
at  least  30  days  prior  to  each  event 
Additional  testing  events  will  be 
conducted  aa  necessary  in  each  State  or 
region  for  the  purpose  of  testing 
in^viduals  who  misa  the  on-site  testing 
event  and  for  retesting  individuals  as 
described  in  paragraph  (b)  of  this 
section. 

(b)  The  laboratory  must  ensure  that 
each  individual  participates  in  an 
annual  testing  event  that  involves  the 
examination  of  a  10-slide  test  set  aa 
described  in  S' 493.945.  Individuals  who 
fail  this  testing  event  are  retested  with 
another  lO-sli^  test  set  as  described  in 
paragraphs  (bKl)  and  (b)(2)  of  this 
section.  Individu^s  who  fail  this  second 
test  are  subsequently  retested  with  a  20- 
slide  test  set  as  described  in  paragraphs 
(b)(2)  and  (b)(3)  of  this  section. 
IncUviduals  are  given  not  more  than  2 
hours  to  complete  a  10-slide  test  and  not 
more  than  4  hours  to  complete  a  20-slide 
test.  Unexcused  failure  to  ai^ear  by  an 
individual  for  a  retest  will  result  in  test 
failure  with  resulting  remediation  and 
limitations  on  slide  examinations  as 
specified  in  (b](l)>  (b](2],  and  (b)(3)  of 
this  section. 

(1)  An  individual  is  determined  to 
have  failed  the  annual  testing  event  if  he 
or  she  scores  less  than  90  percent  on  a 
10-slide  test  set.  For  an  individual  who 
fails  an  annual  proficiency  testing  event, 
the  laboratory  must  schedule  a  retesting 
event  which  must  take  place  not  more 
than  45  days  after  receipt  of  the 
notification  of  failure. 

(2)  An  individual  is  determined  to 
have  failed  the  second  testing  event  if 
he  or  she  scores  less  than  90  percent  on 
a  10-slide  test  set.  For  an  individual  who 
fails  a  second  testing  event,  the 
laboratory  must  provide  him  or  her  with 
documented,  remedial  training  and 
education  in  the  area  of  failure,  and 
must  assure  that  all  gynecologic  slides 
evaluated  subsequent  to  the  notice  of 
failure  are  reexamined  until  the 
individual  is  again  retested  with  a  20- 
slide  test  set  and  scores  at  least  90 
percent.  Reexamination  of  slides  must 
be  documented. 

(3)  An  individual  is  determined  to 
have  failed  the  third  testing  event  if  he 
or  she  scores  less  than  90  percent  on  a 
20-slide  test  set.  An  individual  who  fails 
the  third  testing  event  must  cease 
examining  gynecologic  slide 
preparations  immediately  upon 
notification  of  test  failure  and  may  not 


resume  examining  gynecologic  slides 
until  the  laboratory  assures  that  the 
individual  obtains  at  least  35  hours  of 
documented,  formally  structured, 
continuing  education  in  diagnostic 
cytopathology  that  focuses  on  the 
examination  of  gynecologic 
preparations,  and  until  he  or  she  is 
retested  with  a  2Q-slide  test  set  and 
scores  at  least  90  percent. 

(c)  If  a  laboratory  fails  to  ensure  that 
individuala  are  tested'  or  those  who  fail 
a  testing  event  are  retested,  or  fails  to- 
take  required  remedial  actions  as 
described  in  paragraphs  (b)(1).  (b](2]  or 
(b)(3)  of  this  section,  HCFA  will  initiate 
intermediate  sanctions  or  revoke  the 
laboratory's  certificate  for  gynecologic 
cytology  testing  under  CLIA,  and,  if 
applicable;  terminate  the  laboratory's 
Medicare  approval  for  gynecologic 
cytology  testing  in  accordance  with 
subpart  R  of  this  part. 

§  493.857  Condition:  tmmunohematotogy. 

The  specialty  of  immunohematology 
includes  four  subspecialties  for  the 
purposes  of  proficiency  testing;  ABO 
group  and  D  (RhoJ  typing;  unexpected 
antibody  detection;  compatibility 
testing;  and  antibody  identification. 

§  493.859  Standard;  ABO  group  and  0 
(Rho)  typing. 

(a)  Failure  to  attain  a  score  of  at  least 
100  percent  of  acceptable  responses  for 
each  analyte  or  test  in  each  testing 
event  is  unsatisfactory  analyte 
performance  for  the  testing  event. 

(b)  Failure  to  attain  an  overall  testing 
event  score  of  at  least  100  percent  is 
unsatisfactory  performance. 

(c)  Failure  to  participate  in  a  testing 
event  is  unsatisfactory  performance  and 
results  in  a  score  of  0  for  the  testing 
event.  Consideration  may  be  given  to 
those  laboratories  failing  to  participate 
in  a  testing  event  only  if — 

(1)  Patient  testing  was  suspended 
during  the  time  frame  allotted  for  testing 
and  reporting  proficiency  testing  results; 

(2)  The  laboratory  notifies  the 
inspecting  agency  and  the  proficiency 
testing  program  within  the  time  frame 
for  submitting  proficiency  testing  results 
of  the  suspension  of  patient  testing  and 
the  circumstances  associated  with 
failure  to  perform  tests  on  proficiency 
testing  samples;  and 

(3)  The  laboratory  participated  in  the 
previous  two  proficiency  testing  events. 

(d)  Failure  to  return  proficiency 
testing  results  to  the  proficiency  testing 
program  within  the  time  frame  specified 
by  the  program  is  unsatisfactory 
performance  and  results  in  a  score  of  0 
for  the  testing  event. 
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(e) (1)  For  any  unsatisfactory  testing 
event  for  reasons  other  than  a  failure  to 
participate,  the  laboratory  must 
undertake  appropriate  training  and 
employ  the  technical  assistance 
necessary  to  correct  problems 
associated  with  a  proficiency  testing 
failure. 

(2)  For  any  unacceptable  analyte  or 
unsatisfactory  testing  event  score, 
remedial  action  must  be  taken  and 
documented,  and  the  documentation 
must  be  maintained  by  the  laboratory 
for  two  years  &om  the  date  of 
participation  in  the  proficiency  testing 
event. 

(f)  Failure  to  achieve  satisfactory 
performance  for  the  same  analyte  in  two 
consecutive  testing  events  or  two  out  of 
three  consecutive  testing  events  is 
unsuccessful  performance. 

(g)  Failure  to  achieve  an  overall 
testing  event  score  of  satisfactory  for 
two  consecutive  testing  events  or  two 
out  of  three  consecutive  testing  events  is 
unsuccessful  performance. 

S  493.861  Standard;  Unexpected  antibody 
detection. 

(a)  Failure  to  attain  an  overall  testing 
event  score  of  at  least  80  percent  is 
unsatisfactory  performance. 

(b)  Failure  to  participate  in  a  testing 
event  is  unsatisfactory  performance  and 
results  in  a  score  of  0  for  the  testing 
event.  Consideration  may  be  given  to 
those  laboratories  failing  to  participate 
in  a  testing  event  only  if — 

(1)  Patient  testing  was  suspended 
during  the  time  frame  allotted  for  testing 
and  reporting  proHciency  testing  results: 

(2)  The  laboratory  notifies  the 
inspecting  agency  and  the  proficiency 
testing  program  within  the  time  frame 
for  submitting  proficiency  testing  results 
of  the  suspension  of  patient  testing  and 
the  circumstances  associated  with 
failure  to  perform  tests  on  proficiency 
testing  samples;  and 

(3)  The  laboratory  participated  in  the 
previous  two  proficiency  testing  events. 

(c)  Failure  to  return  proficiency  testing 
results  to  the  proficiency  testing 
program  within  the  time  frame  specified 
by  the  program  is  unsatisfactory 
performance  and  results  in  a  score  of  0 
for  the  testing  event. 

(d) (1)  For  any  unsatisfactory  testing 
event  for  reasons  other  than  a  failure  to 
participate,  the  laboratory  must 
undertake  appropriate  training  and 
employ  the  technical  assistance 
necessary  to  correct  problems 
associated  with  a  proHciency  testing 
failure. 

(2)  For  any  unsatisfactory  testing 
event  score,  remedial  action  must  be 
taken  and  documented,  and  the 
documentation  must  be  maintained  by 


the  laboratory  for  two  years  from  the 
date  of  participation  in  the  proficiency 
testing  event. 

(e)  Failure  to  achieve  an  overall 
testing  event  score  of  satisfactory  for 
two  consecutive  testing  events  or  two 
out  of  three  consecutive  testing  events  is 
unsuccessful  performance. 

§  493.863  Standard;  Compatibility  testing. 

(a)  Failure  to  attain  an  overall  testing 
event  score  of  at  least  100  percent  is 
unsatisfactory  performance. 

(b)  Failure  to  participate  in  a  testing 
event  is  unsatisfactory  performance  and 
results  in  a  score  of  0  for  the  testing 
event  Consideration  may  be  given  to 
those  laboratories  failing  to  participate 
in  a  testing  event  only  if — 

(1)  Patient  testing  was  suspended 
during  the  time  frame  allotted  for  testing 
and  reporting  profrciency  testing  results: 

(2)  The  laboratory  notifies  the 
inspecting  agency  and  the  profrciency 
testing  program  within  the  time  frame 
for  submitting  proficiency  testing  results 
of  the  suspension  of  patient  testing  and 
the  circumstances  associated  with 
failure  to  perform  tests  on  profrciency 
testing  samples;  and 

(3)  The  laboratory  participated  in  the 
previous  two  profrciency  testing  events. 

(c)  Failure  to  return  profrciency  testing 
results  to  the  proficiency  testing 
program  within  the  time  frame  specified 
by  die  program  is  unsatisfactory 
performance  and  results  in  a  score  of  0 
for  the  testing  event. 

(d) (1)  For  any  unsatisfactory  testing 
event  for  reasons  other  than  a  failure  to 
participate,  the  laboratory  must 
undertake  appropriate  training  and 
employ  the  technical  assistance 
necessary  to  correct  problems 
associated  with  a  profrciency  testing 
failure. 

(2)  For  any  unsatisfactory  testing 
event  score,  remedial  action  must  be 
taken  and  documented,  and  the 
documentation  must  be  maintained  by 
the  laboratory  for  two  years  from  the 
date  of  participation  in  the  proficiency 
testing  event. 

(e)  Failure  to  achieve  an  overall 
testing  event  score  of  satisfactory  for 
two  consecutive  testing  events  or  two 
out  of  three  consecutive  testing  events  is 
unsuccessful  performance. 

§  493.665  Standard;  Antibody 
identification. 

(a)  Failure  to  attain  an  overall  testing 
event  score  of  at  least  80  percent  is 
unsatisfactory  performance. 

(b)  Failure  to  participate  in  a  testing 
event  is  unsatisfactory  performance  and 
results  in  a  score  of  0  for  the  testing 
event.  Consideration  may  be  given  to 


those  laboratories  failing  to  participate 
in  a  testing  event  only  if — 

(1)  Patient  testing  was  suspended 
during  the  time  frame  allotted  for  testing 
and  reporting  profrciency  testing  results; 

(2)  The  laboratory  notifies  the 
inspecting  agency  and  the  proficiency 
testing  program  within  the  time  frame 
for  submitting  profrciency  testing  results 
of  the  suspension  of  patient  testing  and 
the  circumstances  associated  with 
failure  to  perform  tests  on  profrciency 
testing  samples;  and 

(3)  The  laboratory  participated  in  the 
previous  two  profrciency  testing  events. 

(c)  Failure  to  return  profrciency  testing 
results  to  the  profrciency  testing 
program  within  the  time  frame  specifred 
by  the  program  is  unsatisfactory 
performance  and  results  in  a  score  of  0 
for  the  testing  event. 

(d) (1)  For  any  unsatisfactory  testing 
event  for  reasons  other  than  a  failure  to 
participate,  the  laboratory  must 
undertake  appropriate  training  and 
employ  the  technical  assistance 
necessary  to  correct  problems 
associated  with  a  proficiency  testing 
failure. 

(2)  For  any  unsatisfactory  testing 
event  score,  remedial  action  must  be 
taken  and  documented,  and  the 
documentation  must  be  maintained  by 
the  laboratory  for  two  years  from  the 
date  of  participation  in  the  proficiency 
testing  event. 

(e)  Failure  to  identify  the  same 
antibody  in  two  consecutive  or  two  out 
of  three  consecutive  testing  events  is 
unsuccessful  performance. 

(f)  Failure  to  achieve  an  overall 
testing  event  score  of  satisfactory  for 
two  consecutive  testing  events  or  two 
out  of  three  consecutive  testing  events  is 
unsuccessful  performance. 

Subpart  I— Proficiency  Testing 
Programs  for  Tests  of  Moderate  or 
High  Complexity,  or  Both 

§  493.901  Approval  of  proficiency  testing 
programs. 

In  order  for  a  profrciency  testing 
program  to  receive  HFIS  approval,  the 
program  must  be  offered  by  a  private 
nonprofit  organization  or  a  Federal  or 
State  agency,  or  entity  acting  as  a 
designated  agent  for  the  State.  An 
organization.  Federal,  or  State  program 
seeking  approval  or  reapproval  for  its 
program  for  the  next  calendar  year  must 
submit  an  application  providing  the 
required  information  by  July  1  of  the 
current  year.  The  organization.  Federal, 
or  State  program  must  provide  technical 
assistance  to  laboratories  seeking  to 
qualify  under  the  program,  and  must,  for 
each  specialty,  subspecialty,  and 
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analyte  or  test  for  which  it  provides 
testing — 

(a)  Assure  the  quality  of  test  samples, 
appropriately  evaluate  emd  score  the 
testing  results,  and  identify  performance 
problems  in  a  timely  manner; 

(b)  Demonstrate  to  HHS  that  it  has — 

(1)  The  technical  ability  required  to — 

(il  Prepare  or  purchase  samples  from 

manufacturers  who  prepare  the  samples 
in  conformance  with  the  appropriate 
good  manufacturing  practices  required 
in  21  CFR  parts  606,  640,  and  820;  and 

(ii]  Distribute  the  samples,  using 
rigorous  quality  control  to  assure  that 
samples  mimic  actual  patient  specimens 
when  possible  and  that  samples  are 
homogeneous,  except  for  specific 
subspecialties  such  as  c3rtoiogy,  and  will 
be  stable  within  the  time  frame  for 
analysis  by  proficiency  testing 
participants; 

(2)  A  scientifically  defensible  process 
for  determining  the  correct  result  for 
each  challenge  offered  by  the  program; 

(3)  A  program  of  sufficient  annual 
challenge  and  with  the  frequency 
specified  in  §§  493.90  through  493.959  to 
establish  that  a  laboratory  has  met 
minimum  performance  requirements: 

(4)  The  resources  needed  to  provide 
Statewide  or  nationwide  reports  to 
regulatory  agencies  on  individual’s 
performance  for  gynecologic  cj'tology 
and  on  indiddual  laboratory 
performance  on  testing  events, 
cumulative  reports  and  scores  for  each 
laboratory  or  individual  and  reports  of 
specific  laboratory  failures  using 
grading  criteria  acceptable  to  IIHS. 
These  reports  must  be  provided  to  HHS 
on  a  timely  basis  when  requested; 

(5)  Provisions  to  include  on  each 
proficiency  testing  program  report  form 
used  by  the  laboratory  to  record  testing 
event  results,  an  attestation  statement 
that  proficiency  testing  samples  were 
tested  in  the  same  manner  a»  patient 
specimens  with  a  signature  block  to  be 
completed  by  the  individual  perfrnming 
the  test  as  well  as  by  the  laboratory 
director; 

(6)  A  mechanism  for  notifying 
participants  of  the  PT  shipping  schedule 
and  for  participants  to  notify  the 
proficiency  testing  program  within  three 
days  of  the  expected  date  of  receipt  of 
the  shipment  that  samples  have  not 
arrived  or  are  unacceptable  for  testing. 
The  program  must  have  provisions  for 
replacement  of  samples  that  are  lust  in 
transit  or  are  received  in  a  condition 
that  is  unacceptable  for  testing;  and 

(7)  A  process  to  resolve  technical, 
administrative,  and  scientific  problems 
about  program  operations; 

(c)  Meet  the  specific  criteria  for 
proficiency  testing  programs  listed  by 
specialty,  subspecialty,  and  analyte  or 


test  contained  in  S§  483.901  through 
493.950  for  initial  approval  and 
thereafter  provide  HHS,  on  an  annual 
basis,  with  the  information  necessary  to 
assure  that  the  proficiency  testing 
program  meets  the  criteria  required  for 
approval;  and 

(d)  Comply  with  all  applicable 
packaging,  shipment,  and  notification 
requiremei^  of  42  CFR  part  72. 

§  493.903  Administrathre  responsibiRttes. 

The  proficiency  testing  program 
must — 

(a) (1)  Provide  HHS  or  its  designees 
and  participating  laboratories  with  an 
electronic  or  a  hard  cop)',  or  both,  of 
reports  of  proficiency  testing  results  and 
all  scores  for  each  laboratory’s 
performance  in  a  format  as  required  by 
and  approved  by  HCFA  for  each  CUA- 
certified  specialty,  subspecialty,  and 
analyte  or  test  within  60  days  after  the 
date  by  which  the  laboratory  must 
report  proficiency  testing  results  to  the 
proficiency  testing  program. 

(2)  Provide  HHS  with  reports  of  PT 
results  and  scores  of  individual 
performance  in  cytology  and  provide 
copies  of  reports  to  participating 
in^viduals,  and  to  all  laboratories  that 
employ  the  individuals,  within  15 
working  days  of  the  testing  event; 

(b)  Furnish  to  HHS  cumulative  reports 
on  an  individual  laboratory's 
performance  and  aggregate  data  on 
CLIA-certified  laboratories  for  the 
purpose  of  establishing  a  system  ta 
make  the  proficiency  testing  results 
available,  on  a  reasonable  basis,  upon 
request  of  any  person,  and  include  such 
explanatory  information  as  may  be 
appropriate  to  assist  in  the 
interpretation  of  the  proficiency  testing 
results; 

(c)  Provide  HHS  with  additional 
information  and  data  upon  request  and 
submit  such  information  necessary  for 
HHS  to  conduct  an  annual  evaluation  to 
determine  whether  the  proficiency 
testing  program  continues  to  meet  the 
requirements  of  §  §  493.901  through 
493.959; 

(d)  Maintain  records  of  laboratories’ 
performance  for  a  period  of  five  years  or 
such  time  as  may  be  necessary  for  any 
legal  proceedings;  and 

(e)  Provide  HHS  with  an  annual  report 
and,  if  needed,  an  interim  report  which 
identifies  any  previously  unrecognized 
sources  of  variability  in  kits, 
instruments,  methods,  or  PT  samples, 
which  adversely  affect  the  programs’ 
ability  to  evaluate  laboratory 
performance. 


§  493.905  Nonapproved  preffelancy 
tasting  programs. 

If  a  proficiency  testing  program  is 
determined  by  HHS  to  fail  to  meet  any 
criteria  contained  in  §  §  493.901  throu^ 
493.959  for  approval  of  the  proficiency 
testing  program,  HCFA  will  notify  the 
program  and  the  program  must  notify  all 
laboratories  enrolled  of  the  nonapproval 
and  the  reasons  for  nonapproval  within 
30  days  of  the  notification. 

Proficiency  Testing  Programs  by 
Specialty  and  Subspecialty 

§  493.909  Microbiology. 

The  subspecialties  under  the  specialty 
of  microbiology  for  which  a  program 
may  offer  proficiency  testing  are 
bacteriology,  mycobacteriology, 
mycology,  parasitology  and  virology. 
Specific  criteria  for  these  subspecialties 
are  found  at  §§  493.911  through  493.919. 

§  493.911  Bactertotogy. 

(a)  Types  of  services  offered  by 
laboratories.  In  bacteriology,  for 
proficiency  testing  purposes,  there  are 
five  t57)es  of  laboratories: 

(1)  Those  that  interpret  Gram  stains  or 
perform  primary  inoculation,  or  both; 
and  refer  cultures  to  another  laboratory 
appropriately  certified  for  the 
subspecialty  of  bacteriology  for 
identification; 

(2)  Those  that  use  direct  antigen 
techniques  to  detect  an  organism  and 
may  also  interpret  Gram  stains  or 
perform  primary  inoculation,  or  perform 
any  combination  of  these; 

(3)  Those  that,  in  addition  to 
interpreting  Gram  stains,  performing 
primary  inoculations,  and  using  direct 
antigen  tests,  also  isolate  and  identify 
aerobic  bacteria  from  throal  urine,, 
cervical,  or  urethral  discharge 
specimens  to  the  genus  level  and  may 
also  perform  antimicrobial  susceptibility 
tests  on  selected  isolated 
microorganisms; 

(4)  Those  that  perform  the  services  in 
paragraph  (a)(3)  of  this  section  and  also 
isolate  and  identify  aerobic  bacteria 
from  any  source  to  the  species  level  and 
may  also  perform  antimicrobial 
susceptibility  tests;  and 

(5)  Those  that  perform  the  services  in 
paragraph  (a)(4)  of  this  section  and  also 
isolate  and  identify  anaerobic  bacteria 
from  any  source. 

(b)  Program  content  and  frequency  of 
challenge.  To  be  approved  for 
proficiency  testing  for  bacteriology,  the 
annual  program  must  provide  a, 
minimum  of  five  samples  per  testing 
event.  There  must  be  at  least  three 
testing  events  at  approximately  equal 
intervals  per  year.  The  samples  may  be 
provided  to  the  laboratory  through 


7153 


Federal  Register  /  VoL  57,  No.  40  ;/  Friday,  February  28,  1992  /  Rules  and  Regulations 


mailed  shipments  or,  at  HHS’  option, 
may  be  provided  to  HHS  or  its  designee 
for  on-site  testing.  For  the  types  of 
laboratories  specified  in  paragraph  (a) 
of  this  section,  an  annual  program  must 
include  samples  that  contain  organisms 
that  are  representative  of  the  six  major 
groups  of  bacteria:  anaerobes, 
Enterobacteriaceae,  gram-positive 
bacilli,  gram-positive  cocci,  gram¬ 
negative  cocci,  and  miscellaneous  gram- 
negative  bacteria,  as  appropriate.  The 
speciHc  organisms  included  in  the 
samples  may  vary  Irom  year  to  year. 

The  annual  program  must  include 
samples  for  bacterial  antigen  detection, 
bacterial  isolation  and  identification. 
Gram  stain,  and  antimicrobial 
susceptibility  testing. 

(1)  An  approved  program  must  furnish 
HHS  with  a  description  of  samples  that 
it  plans  to  include  in  its  annual  program 
no  later  than  six  months  before  ea(^ 
calendar  year.  At  least  50  percent  of  the 
samples  must  be  mixtures  of  the 
principal  organism  and  appropriate 
normal  flora.  The  program  must  include 
other  important  emerging  pathogens  (as 
determined  by  HHS)  and  either 
organisms  commonly  occurring  in 
patient  specimens  or  opportunistic 
pathogens.  The  program  must  include 
the  following  two  types  of  samples;  each 
type  of  sample  must  meet  the  50  percent 
mixed  culture  criterion: 

(1)  Samples  that  require  laboratories 
to  report  only  organisms  that  the  testing 
laboratory  considers  to  be  a  principal 
pathogen  that  is  clearly  responsible  for 
a  described  illness  (excluding  immuno¬ 
compromised  patients).  The  program 
determines  the  reportable  isolates, 
including  antimicrobial  susceptibility  for 
any  designated  isolate;  and 

(ii)  Samples  that  require  laboratories 
to  report  all  organisms  present.  Samples 
must  contain  multiple  organisms 
frequently  found  in  specimens  such  as 
urine,  blood,  abscesses,  and  aspirates 
where  multiple  isolates  are  clearly 
signiHcant  or  where  specimens  are 
derived  from  immuno-compromised 
patients.  The  program  determines  the 
reportable  isoilates. 

(2)  An  approved  program  may  vary 
over  time.  For  example,  the  types  of 
organisms  that  might 'be  included  in  an 
approved  program  over  time  are — 

Anaerobes: 

Bacteroides  frag  ill's  group 
Clostridium  perfringens 
Peptostreptococcus  anaerobius 
Enterobacteriaceae: 

Citrobacter  freundii 
Enterobacter  aerogenes 
Escherichia  coli 
Klebsiella  pneumoniae 
Proteus  mirabilis 
Salmonella  typhimurium 


Serratia  marcescens 
Shigella  aonnei 
Yersinia  enterocolitica 
Gram-positive  bacilli: 

Listeria  monocytogenes 
Corynebacterium  species  CDC  Group  JK 
Gram-positive  cocci: 

Staphylococcus  aureus 
Streptococcus  Group  A 
Streptococcus  Group  B 
Streptococcus  Group  D  (S.  bovis  and 
enterococcus) 

Streptococcus  pneumoniae 
Gram-negative  cocci: 

Branhamella  catarrhalis 
Neisseria  gonorrhoeae 
Neisseria  meningitidis 
Miscellaneous  Gram-negative  bacteria: 
Campylobacter  jejuni 
Haemophilis  influenza.  Type  B 
Pseudomonas  aeruginosa 

(3)  For  antimicrobial  susceptibility 
testing,  the  program  must  provide  at 
least  one  sample  per  testing  event  that 
includes  gram-positive  or  gram-negative 
strains  that  have  a  predetermined 
pattern  of  sensitivity  or  resistance  to  the 
common  antimicrobial  agents. 

(c)  Evaluation  of  a  laboratory’s 
performance.  HHS  approves  only  those 
programs  that  assess  the  accuracy  of  a 
laboratory's  responses  in  accordance 
with  paragraphs  (c)  (1)  through  (7)  of 
this  section. 

(1)  The  program  determines  staining 
characteristics  to  be  interpreted  by 
Gram  stain.  The  program  determines  the 
reportable  bacteria  to  be  detected  by 
direct  antigen  techniques  or  isolation. 

To  determine  the  accuracy  of  a 
laboratory's  response  for  Gram  stain 
interpretation,  direct  antigen  detection, 
identification,  or  antimicrobial 
susceptibility  testing,  the  program  must 
compare  the  laboratory's  response  for 
each  sample  with  the  response  which 
reflects  agreement  of  either  90  percent  of 
ten  or  more  referee  laboratories  or  90 
percent  or  more  of  all  participating 
laboratories. 

(2)  To  evaluate  a  laboratory's 
response  for  a  particular  sample,  the 
program  must  determine  a  laboratory's 
type  of  service  in  accordance  with 
paragraph  (a!)  of  this  section.  A 
laboratory  must  isolate  and  identify  the 
organisms  to  the  same  extent  it  peiiorms 
these  procedures  on  patient  specimens. 
A  laboratory's  performance  will  be 
evaluated  on  the  basis  of  its  final 
answer,  for  example,  a  laboratory 
specified  in  paragraph  (a)(3)  of  this 
section  will  be  evaluated  on  the  basis  of 
the  average  of  its  scores  for  paragraphs 
(c)(3)  through ’(c)(6)  as  determined  in 
paragraph  .(c)(7)  of  this  section. 

(3)  Since  laboratories  may  incorrectly 
report  the  presence  of  organisms  in 
addition  to  the  correctly  identified 
principal  organi8m(s),  the  grading 


system  must  provide  a  means  of 
deducting  credit  for  additional 
erroneous  organisms  that  are  reported. 
Therefore,  the  total  number  of  correct 
responses  for  organism  isolation  and 
identification  submitted  by  the 
laboratory  divided  by  the  number  of 
organisms  present  plus  the  number  of 
incorrect  organisms  reported  by  the 
laboratory  must  be  multiplied  by  ICX)  to 
establish  a  score  for  each  sample  in 
each  testing  event.  For  example,  if  a 
sample  contained  one  principal 
organism  and  the  laboratory  reported  it 
correctly  but  reported  the  presence  of  an 
additional  organism,  which  was  not 
considered  reportable,  the  sample  grade 
would  be  1/(H-1)X100=50  percent. 

(4)  For  antimicrobial  susceptibility 
testing,  a  laboratory  must  indicate 
which  drugs  are  routinely  included  in  its 
test  panel  when  testing  patient  samples. 
A  laboratory's  performance  will  be 
evaluated  for  only  those  antibiotics  for 
which  service  is  offered.  A  correct 
response  for  each  antibiotic  will  be 
determined  as  described  in  §$  493.911(c) 
(1)  using  criteria  such  as  the  guidelines 
established  by  the  National  Committee 
for  Clinical  Laboratory  Standards. 
Grading  is  based  on  the  number  of 
correct  susceptibility  responses  reported 
by  the  laboratory  divided  by  the  actual 
number  of  correct  susceptibility 
responses  determined  by  die  program, 
multiplied  by  100.  For  example,  if  a 
laboratory  offers  susceptibility  testing 
for  Enterobacteriaceae  using  amikacin, 
cephalothin,  and  tobramycin,  and  the 
organism  in  the  proficiency  testing 
sample  is  an  Enterobacteriaceae.  and 
the  laboratory  reports  correct  responses 
for  two  of  three  antimicrobial  agents, 
the  laboratory's  grade  would  be  2/ 
3X100=67  percent. 

(5)  The  performance  criterion  for 
qualitative  antigen  tests  is  the  presence 
or  absence  of  the  bacterial  antigen.  The 
score  for  antigen  tests  is  the  number  of 
correct  responses  divided  by  the  number 
of  samples  to  be  tested  for  the  antigen, 
multiplied  by  100. 

(6)  The  performance  criteria  for  Gram 
stain  is  staining  reaction,  i.e.,  gram 
positive  or  gram  negative.  The  score  for 
Gram  stain  is  the  number  of  correct 
responses  divided  by  the  number  of 
samples  to  be  tested,  multiplied  by  100. 

(7)  The  score  for  a  testing  event  in 
bacteriology  is  the  average  of  the  scores 
determined  under  paragraphs  (c)(3) 
through  (c)(6)  of  this  section  kbased  on 
the  type  of  service  offered  by  the 
laboratory. 

§  493.913  MIycotMicteriology. 

(a)  Types  of  services  offered  by 
laboratories.  In  mycobacteriology,  there 


7154 


Federal  Register  /  Vol.  57,  No.  40  /  Friday,  February  28,  1992  /  Rules  and  Regulations 


are  five  types  of  laboratories  for 
proficiency  testing  purposes:! 

(1)  Those  that  interpret  acid-fast 
stains  and  refer  specimen  to  another 
laboratory  appropriately  certified  in  the 
subspecialty  of  mycobacteriology; 

(2)  Those  that  interpret  acid-fast 
stains,  perform  primary  inoculation,  and 
refer  cultures  to  another  laboratory 
appropriately  certiHed  in  the 
subspecialty  of  mycobacteriology  for 
identification; 

(3)  Those  that  interpret  acid-fast 
stains,  isolate  and  perform  identibcation 
and/or  antimycobacterial  susceptibility 
of  Mycobacterium  tuberculosis,  but 
refer  other  mycobacteria  species  to 
another  laboratory  appropriately 
certiHed  in  the  subspecialty  of 
mycobacteriology  for  identification  and/ 
or  susceptibility  tests; 

(4)  Those  that  interpret  acid-fast 
stains,  isolate  and  identify  all 
mycobacteria  to  the  extent  required  for 
correct  clinical  diagnosis,  but  refer 
antimycobacterial  susceptibility  tests  to 
another  laboratory  appropriately 
certiHed  in  the  subspecialty  of 
mycobacteriology;  and 

(5)  Those  that  interpret  acid-fast 
stains,  isolate  and  identify  all 
mycobacteria  to  the  extent  required  for 
correct  clinical  diagnosis,  and  perform 
antimycobacterial  susceptibility  tests  on 
the  organisms  isolated. 

(b)  Program  content  and  frequency  of 
challenge.  To  be  approved  for 
proHciency  testing  for 
mycobacteriology,  the  annual  program 
must  provide  a  minimum  of  Hve  samples 
per  testing  event.  There  must  be  at  least 
two  testing  events  per  year.  The  samples 
may  be  provided  through  mailed 
shipments  or,  at  HHS’  option,  provided 
to  HHS  or  its  designee  for  on-site  testing 
events.  For  types  of  laboratories 
specified  in  paragraphs  (a)(1)  and  (a)  (3) 
through  (5)  of  this  section,  an  annual 
program  must  include  samples  that 
contain  species  that  are  representative 
of  the  5  major  groups  (complexes)  of 
mycobacteria  encountered  in  human 
specimens.  The  speciHc  mycobacteria 
included  in  the  samples  may  vary  from 
year  to  year. 

(1)  An  approved  program  must  furnish 
HHS  and  its  agents  with  a  description  of 
samples  that  it  plans  to  include  in  its 
annual  program  no  later  than  six  months 
before  each  calendar  year.  At  least  50 
percent  of  the  samples  must  be  mixtures 
of  the  principal  mycobacteria  and 
appropriate  normal  Hora.  The  program 
must  include  mycobacteria  commonly 
occurring  in  patient  specimens  and  other 
important  emerging  mycobacteria  (as 
determined  by  HHS).  The  program 
determines  the  reportable  isolates  and 


correct  responses  for  antimycobacterial 
susceptibility  for  any  designated  isolate. 

(2)  An  approved  program  may  vary 
over  time.  For  example,  the  types  of 
mycobacteria  that  might  be  included  in 
an  approved  program  over  time  are — 

TB 

Mycobacterium  tuberculosis 

Mycobacterium  bovis 
Group  1 

Mycobacterium  kansasii 
Croup  II 

Mycobacterium  szulgai 
Group  III 

Mycobacterium  avium-intracellulare 

Mycobacterium  terrae 
Group  IV 

Mycobacterium  fortuitum 

(3)  For  antimycobacterial 
susceptibility  testing,  the  program  must 
provide  at  least  one  sample  per  testing 
event  that  includes  mycobacterium 
tuberculosis  that  has  a  predetermined 
pattern  of  sensitivity  or  resistance  to  the 
common  antimycobacterial  agents. 

(4)  For  laboratories  specified  in 
paragraphs  (a)(1)  and  (a)(2),  the  program 
must  provide  at  least  five  samples  per 
testing  event  that  includes  challenges 
that  are  acid-fast  and  challenges  which 
do  not  contain  acid-fast  organisms. 

(c)  Evaluation  of  a  laboratory’s 
performance.  HHS  approves  only  those 
programs  that  assess  the  accuracy  of  a 
laboratory's  response  in  accordance 
with  paragraphs  (c)  (1)  through  (6)  of 
this  section. 

(1)  The  program  determines  the 
reportable  mycobacteria  to  be  detected 
by  acid-fast  stain  and  for  isolation  and 
identiHcation.  To  determine  the 
accuracy  of  a  laboratory’s  response,  the 
program  must  compare  the  laboratory’s 
response  for  each  sample  with  the 
response  that  reflects  agreement  of 
either  90  percent  of  ten  or  more  referee 
laboratories  or  90  percent  or  more  of  all 
participating  laboratories. 

(2)  To  evaluate  a  laboratory’s 
response  for  a  particular  sample,  the 
program  must  determine  a  laboratory’s 
type  of  service  in  accordance  with 
paragraph  (a)  of  this  section.  A 
laboratory  must  interpret  acid-fast 
stains  and  isolate  and  identify  the 
organisms  to  the  same  extent  it  performs 
these  procedures  on  patient  specimens. 
A  laboratory’s  performance  will  be 
evaluated  on  the  basis  of  the  average  of 
its  scores  as  determined  in  paragraph 
(c)(6)  of  this  section. 

(3)  Since  laboratories  may  incorrectly 
report  the  presence  of  organisms  in 
addition  to  the  correctly  identiHed 
principal  organism(s),  the  grading 
system  must  provide  a  means  of 
deducting  credit  for  additional 
erroneous  organisms  reported. 
Therefore,  the  total  number  of  correct 


responses  submitted  by  the  laboratory 
divided  by  the  number  of  organisms 
present  plus  the  number  of  incorrect 
organisms  reported  by  the  laboratory 
must  be  multiplied  by  100  to  establish  a 
score  for  each  sample  in  each  testing 
event.  For  example,  if  a  sample 
contained  one  principal  organism  and 
the  laboratory  reported  it  correctly  but 
reported  the  presence  of  an  additional 
organism,  which  was  not  present,  the 
sample  grade  would  be 
1/(1 -i-l)X  100=  50  percent 

(4)  For  antimycobacterial 
susceptibility  testing,  a  laboratory  must 
indicate  which  drugs  are  routinely 
included  in  its  test  panel  when  testing 
patient  samples.  A  laboratory’s 
performance  will  be  evaluated  for  only 
those  antibiotics  for  which  susceptibility 
testing  is  routinely  performed  on  patient 
specimens.  A  correct  response  for  each 
antibiotic  will  be  determined  as 
described  in  §  493.913(c)(1).  Grading  is 
based  on  the  number  of  correct 
susceptibility  responses  reported  by  the 
laboratory  divided  by  the  actual  number 
of  correct  susceptibility  responses  as 
determined  by  the  program,  multiplied 
by  100.  For  example,  if  a  laboratory 
offers  susceptibility  testing  using  three 
antimycobacterial  agents  and  the 
laboratory  reports  correct  response  for 
two  of  the  three  antimycobacterial 
agents,  the  laboratory’s  grade  would  be 
%X100=  67  percent. 

(5)  The  performance  criterion  for 
qualitative  tests  is  the  presence  or 
absence  of  acid-fast  organisms.  The 
score  for  acid-fast  organism  detection  is 
the  number  of  correct  responses  divided 
by  the  number  of  samples  to  be  tested, 
multiplied  by  100. 

(6)  The  score  for  a  testing  event  in 
mycobacteriology  is  the  average  of  the 
scores  determined  under  paragraphs 
(c)(3)  through  (c)(5)  of  this  section  based 
on  the  tjq)e  of  service  offered  by  the 
laboratory. 

§493.915  Mycology. 

(a)  Types  of  services  offered  by 
laboratories.  In  mycology,  there  are  four 
types  of  laboratories  for  proficiency 
testing  purposes  that  may  perform 
different  levels  of  service  for  yeasts, 
dimorphic  fungi,  dermatophytes,  and 
aerobic  actinomycetes: 

(1)  Those  that  isolate  and  identify 
only  yeasts  and/or  dermatophytes  to  the 
genus  level; 

(2)  Those  that  isolate  and  identify 
yeasts  and/or  dermatophytes  to  the 
species  level; 

(3)  Those  that  isolate  and  perform 
identiHcation  of  all  organisms  to  the 
genus  level;  and 
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(4)  Those  that  isolate  and  perform 
identification  of  all  organisms  to 'the 
species  level 

(b)  Program  content  and  frequency  of 
challenge.  To  be  approved  for 
proficiency  testing  for  mycology,  the 
annual  program  must  provide  a 
minimum  of  Hve  samples  per  testing 
event.  There  must  be  at  least  three 
testing  events  at  approximately  equal 
intervals  per  year.  The  samples  may  be 
provided  through  mailed  shipments  or, 
at  HHS’  option,  may  be  provided  to 
HHS  or  its  designee  for  on-site  testing. 
An  annual  program  must  include 
samples  that  contain  organisms  that  are 
representative  of  five  major  groups  of 
fungi:  Yeast  or  yeast-like  fungi; 
dimorphic  fungi;  dematiaceous  fungi; 
dermatophytes;  and  saprophytes, 
including  opportunistic  fungi.  The 
specihc  fungi  included  in  the  samples 
may  vary  from  year  to  year. 

(1)  An  approved  program  must,  before 
each  calendar  year,  furnish  HHS  with  a 
description  of  samples  that  it  plans  to 
include  in  its  annual  program  no  later 
than  six  numths  before  each  calendar 
year.  At  least  SO  percent  of  the  samples 
must  be  mixtures  of  the  principal 
organism  and  appropriate  normal 
background  flora.  Other  important 
emerging  pathogens  (as  determined  by 
HHS)  and  organisms  commonly 
occurring  in  patient  specimens  must  be 
included  periodically  in  the  program. 

(2)  An  approved  program  may  vary 
over  time.  As  an  example,  the  types  of 
organisms  that  might  be  included  in  an 
approved  program  over  time  are — 

Candida  albicans 
Candida  (other  species) 

Cryptococcus  neoformans 
Sporothrix  schenckii 
Exophiala  Jeanselinei 
Fonsecaea  pedrosoi 
Microsporum  sp. 

Acremonium  sp. 

Trichophyton  sp. 

Aspergillus  fumigatus 
Nocardia  sp. 

Blastomyces  dennatitidis ' 

Zygomycetes  sp. 

Note:  *  Provided  as  a  nonviable  sample. 

(c)  Evaluation  of  a  laboratory’s 
performance.  HHS  approves  only  those 
programs  that  assess  the  accuracy  of  a 
laboratory’s  response,  in  accordance 
widi  paragraphs  (c)(1)  through  (5)  of  this 
section. 

(1)  The  program  determiBes  the 
reportable  organisms.  To  determine  the 
accuracy  of  a  laboratory -a  TOsponse,  die 
program  must  compare  the  laboratory's 
response  for  each  sample  with  the 
response  that  reflects  agreement  of 
either  90  percent  of  ten  cn* 'more  referee 
laboratories  or  90  percent  at  more  dl  all 
participating  laboratories. 


i(2)  To  evaluate  a  laboratory's 
response  for  a  particular  sample,  the 
program  must  determine  a  laboratory’s 
type  of  service  in  accordance  with 
paragraph  (a)  Of  this  section.  A 
laboratory  must  isolate  and  identify  the 
organisms  to  the  same  extent  it  performs 
these  procedures  on  patient  specimens. 

(3)  Since  laboratmies  may  incorrecUy 
report  the  presence  of  organisms  in 
addition  to  the  correctly  identified 
principal  organism(s),  the  grading 
system  must  deduct  credit  for  additional 
erroneous  organisms  reported. 

Therefore,  the  total  number  of  correct 
responses  submitted  by  the  laboratory 
divided  by  the  number  of  organisms 
present  plus  the  number  of  incorrect 
organisms  reported  by  the  laboratory 
must  be  multiplied  by  100  to  establish  a 
score  for  each  sample  in  each  shipment 
or  testing  event.  For  example,  if  a 
sample  contained  one  principal 
organism  and  the  laboratory  reported  it 
correctly  but  reported  the  presence  of  an 
additional  organism,  which  was  not 
present,  the  sample  grade  would  be  1/ 

(1 + l)xl00:=  so  percent. 

i(4)  The  score  for  the  antigen  tests  is 
the  number  of  correct  responses  divided 
by  the  number  of  samples  to  be  tested 
for  the  antigen,  multiplied  100. 

|(S)  The  score  for  a  testing  event 'is  ithe 
average  of  the  sample  scores  as 
determined  under  paragraph  (c)(3)  or 
(c)(4)  of  this  section. 

§  493.917  Parasitology. 

(a)  Types  of  services  offered  by 
laboratories.  In  parasitology  there  are 
two  types  of  laboratories  for  proficiency 
testing  purposes — 

(1)  Ifrose  that  determine  the  presence 
or  absence  of  parasites  by  direct 
observation  (wet  mount)  and/or 
pinworm  preparations  and,  if  necessaiy, 
refer  specimens  to  another  labors  toiy 
appropriately  certified  in  the 
subspecialty  of  parasitology  for 
identification; 

;(Z)  Those  that  identify  parasites  using 
concentration  preparations  and/or 
permanent  stains. 

(b)  Program  content  and  frequency  of 
challenge.  To  be  approved  for 
proficiency  testing  in  parasitology,  a 
program  must  provide  a  minimum  of  five 
samples  per  testing  event.  There  must  be 
at  least  three  testing  events  at 
approximately  equal  intervals  per  year. 
The  samiHes  may  be  provided  through 
mailed  shipments  or.  at  HHS’s  option, 
may  be  provided  to  ^HHS  or  its  diraignee 
for  on-site  testing.  An  annual  program 
must  include  samples  that  contain 
parasites  that  are  commcmly 
encountered  in  the  United  States  as  well 
as  those  recently  intixkiuced  into  the 
United  States.  Odier  important  emorging 


pathogens  (as  determined  byffHS)  and 
parasites  commonly  occurring  in  patient 
specimens  must  be  included  periodically 
in  the  program. 

(1)  An  approved  program  must,  before 
each  calendar  year  furnish  HHS  with  a 
description  of  samples  that  it  plans  to 
include  in  its  annual  program  no  later 
than  six  months  before  each  calendar 
year.  Samples  must  include  both 
formalinized  specimens  and  PVA 
(polyvinyl  alcohol)  fixed  specimens  as 
well  as  blood  smears,  as  appropriate  for 
a  particular  parasite  and  stage  of  the 
parasite.  The  majority  of  samples  must 
contain  protozoa  or  helminths  or  a 
combination  of  parasites.  Some  samples 
must  be  devoid  of  parasites. 

(2)  An  approved  program  may  vary 
over  time.  As  an  example,  the  types  of 
parasites  that  might  be  included  in  an 
approved  program  over  time  are — 

Enterobius  vermicularis 
Entamoeba  histolytica 
Entamoeba  coli 
Giardia  lamblia 
Endolimax  nana 
Dientamoeba  fragilis 
lodamoeba  butsdhli 
Chilomastix  mesnili 
Hookworm 
Ascaris  lumbricoides 
Strongyloides  stercoralis 
Trichuris  trichiura 
Diphyllobothrium  latum 
Cryptosporidium  sp. 

Plasmodium  falciparum 

(3)  For  laboratories  specified  in 
paragraph  (a)(1)  of  this  section,  the 
program  must  provide  at  least  five 
samples  per  testing  event  that  include 
challenges  which  contain  parasites  and 
challenges  that  are  devoid  of  parasites. 

(c)  Evaluation  of  a  laboratory’s 
performance.  HHS  approves  only  those 
programs  that  assess  the  accuracy  of  a 
laboratory’s  responses  in  accordance 
with  paragraphs  (c)  (1)  throu^ifS)  of 
this  section. 

(1)  The  program  must  determine  the 
reportable  parasites.  It  may  elect  to 
establish  a  minimum  number  of 
parasites  to  be  identified  in  samples 
before  they  are  reported.  Parasites 
found  in  rare  numbers  by  referee 
laboratories  are  not  considered  in 
scoring  a  laboratory’s  performance;  such 
findings  are  neutral.  To  determine  the 
accuracy  of  a  laboratory's  response,  the 
program  must  compare  the  laboratory’s 
response  with  the  response  that  reflects 
agreement  of  either  90  percent  of  ten  or 
more  referee  laboratories  or  90  percent 
or  more  of  all  participating  laboratories. 

(2)  To  evaluate  *  laboratory’s 
response  fora  particulwsample.  the 
program  must  determine  a 'laboratmy’s 
type  of  service 'in  aooordanoe  with 
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paragraph  (a)  of  this  section.  A 
laboratory  must  determine  the  presence 
or  absence  of  a  parasite(s)  or 
concentrate  and  identify  the  parasites  to 
the  same  extent  it  performs  these 
procedures  on  patient  specimens. 

(3)  Since  laboratories  may  incorrectly 
report  the  presence  of  parasites  in 
addition  to  the  correctly  identiHed 
principal  parasite(s),  the  grading  system 
must  deduct  credit  for  these  additional 
erroneous  parasites  reported  and  not 
found  in  rare  numbers  by  the  program’s 
referencing  process.  Therefore,  the  total 
number  of  correct  responses  submitted 
by  the  laboratory  divided  by  the  number 
of  parasites  present  plus  the  number  of 
incorrect  parasites  reported  by  the 
laboratory  must  be  multiplied  by  100  to 
establish  a  score  for  each  sample  in 
each  testing  event.  For  example,  if  a 
sample  contained  one  principal  parasite 
and  the  laboratory  reported  it  correctly 
but  reported  the  presence  of  an 
additional  parasite,  which  was  not 
present,  the  sample  grade  would  be 
l/(l+ljxl00=50  percent. 

(4)  The  criterion  for  acceptable 
performance  for  qualitative  parasitology 
examinations  is  presence  or  absence  of 
a  parasite(s]. 

(5)  The  score  for  parasitology  is  the 
number  of  correct  responses  divided  by 
the  number  of  samples  to  be  tested, 
multiplied  by  100. 

(6)  The  score  for  a  testing  event  is  the 
average  of  the  sample  scores  as 
determined  under  paragraphs  (c)(3) 
through  (c)(5)  of  this  section. 

§493.919  Virology. 

(a)  Types  of  services  offered  by 
laboratories.  In  virology,  there  are  two 
types  of  laboratories  for  proficiency 
testing  purposes — 

(1)  Those  that  only  perform  tests  that 
directly  detect  viral  antigens  or 
structures,  either  in  cells  derived  from 
infected  tissues  or  fi'ee  in  fluid 
specimens;  and 

(2)  Those  that  are  able  to  isolate  and 
identify  viruses  and  use  direct  antigen 
techniques. 

(b)  Program  content  and  frequency  of 
challenge.  To  be  approved  for 
proficiency  testing  in  virology,  a 
program  must  provide  a  minimum  of  five 
samples  per  testing  event.  There  must  be 
at  least  three  testing  events  at 
approximately  equal  intervals  per  year, 
liie  samples  may  be  provided  to  the 
laboratory  throuj^  mailed  shipments  or, 
at  HHS’s  option,  may  be  provided  to 
HHS  or  its  designee  for  on-site  testing. 
An  annual  program  must  include  viral 
species  that  are  the  more  commonly 
identified  viruses.  The  specific 
organisms  found  in  the  samples  may 
vary  from  year  to  year.  The  annual 


program  must  include  samples  for  viral 
antigen  detection  and  viral  isolation  and 
identification. 

(1)  An  approved  program  must  furnish 
HHS  with  a  description  of  samples  that 
it  plans  to  include  in  its  annual  program 
no  later  than  six  months  before  each 
calendar  year.  The  program  must 
include  other  important  emerging 
viruses  (as  determined  by  HHS)  and 
viruses  commonly  occurring  in  patient 
specimens. 

(2)  An  approved  program  may  vary 
over  time.  For  example,  the  types  of 
viruses  that  might  be  included  in  an 
approved  program  over  time  are  the 
more  commonly  identified  viruses  such 
as  Herpes  simplex,  respiratory  syncytial 
virus,  adenoviruses,  enteroviruses,  and 
cytomegaloviruses. 

(c)  Evaluation  of  laboratory’s 
performance.  HHS  approves  only  those 
programs  that  assess  the  accuracy  of  a 
laboratory's  response  in  accordance 
with  paragraphs  (c)  (1)  through  (5)  of 
this  section. 

(1)  The  program  determines  the 
reportable  viruses  to  be  detected  by 
direct  antigen  techniques  or  isolated  by 
laboratories  that  perform  viral  isolation 
procedures.  To  determine  the  accuracy 
of  a  laboratory’s  response,  the  program 
must  compare  the  laboratory’s  response 
for  each  sample  with  the  response  that 
reflects  agreement  of  either  90  percent  of 
ten  or  more  referee  laboratories  or  90 
percent  or  more  of  all  participating 
laboratories. 

(2)  To  evaluate  a  laboratory’s 
response  for  a  particular  sample,  the 
program  must  determine  a  laboratory’s 
type  of  service  in  accordance  with 
paragraph  (a)  of  this  section.  A 
laboratory  must  isolate  and  identify  the 
viruses  to  the  same  extent  it  performs 
these  procedures  on  patient  specimens. 

(3)  Since  laboratories  may  incorrectly 
report  the  presence  of  viruses  in 
addition  to  the  correctly  identified 
principal  virus,  the  grading  system  must 
provide  a  means  of  deducting  credit  for 
additional  erroneous  viruses  reported. 
Therefore,  the  total  number  of  correct 
responses  determined  by  virus  culture 
techniques  submitted  by  the  laboratory 
divided  by  the  number  of  viruses 
present  plus  the  number  of  incorrect 
viruses  reported  by  the  laboratory  must 
be  multiplied  by  100  to  establish  a  score 
for  each  sample  in  each  testing  event. 
For  example,  if  a  sample  contained  one 
principal  virus  and  the  laboratory 
reported  it  correctly  but  reported  the 
presence  of  an  additional  virus,  which 
was  not  present,  the  sample  grade 
would  be  l/(l-i-l)xi00=50  percent. 

(4)  The  performance  criterion  for 
qualitative  antigen  tests  is  presence  or 
absence  of  the  viral  antigen.  The  score 


for  the  antigen  tests  is  the  number  of 
correct  responses  divided  by  the  number 
of  samples  to  be  tested  for  the  antigen, 
multiplied  by  100. 

(5)  The  score  for  a  testing  event  is  the 
average  of  the  sample  scores  as 
determined  under  paragraph  (c)(3)  and 
(c)(4)  of  this  section. 

§  493.921  Diagnostic  immunology. 

The  subspecialties  under  the  specialty 
of  immunology  for  which  a  program  may 
offer  proficiency  testing  are  syphilis 
serology  and  general  immunology. 
Specific  criteria  for  these  subspecialties 
are  found  at  §  §  493.923  and  493.927. 

§  493.923  Syphilis  serology. 

(a)  Program  content  and  frequency  of 
challenge.  To  be  approved  for 
proficiency  testing  in  syphilis  serology,  a 
program  must  provide  a  minimum  of  five 
samples  per  testing  event.  There  must  be 
at  least  three  testing  events  at 
approximately  equal  intervals  per  year, 
lihe  samples  may  be  provided  through 
mailed  shipments  or,  at  HHS’  option, 
may  be  provided  to  HHS  or  its  designee 
for  on-site  testing.  An  annual  program 
must  include  samples  that  cover  the  full 
range  of  reactivity  from  highly  reactive 
to  non-reactive. 

(b)  Evaluation  of  test  performance. 
HHS  approves  only  those  programs  that 
assess  the  accuracy  of  a  laboratory’s 
responses  in  accordance  with 
paragraphs  (b)  (1)  through  (4)  of  this 
section. 

(1)  To  determine  the  accuracy  of  a 
laboratory’s  response  for  qualitative  and 
quantitative  syphilis  tests,  the  program 
must  compare  the  laboratory’s  response 
with  the  response  that  reflects 
agreement  of  either  90  percent  of  ten  or 
more  referee  laboratories  or  90  percent 
or  more  of  all  participating  laboratories. 
The  proficiency  testing  program  must 
indicate  the  minimum  concentration,  by 
method,  that  will  be  considered  as 
indicating  a  positive  response.  The  score 
for  a  sample  in  syphilis  serology  is  the 
average  of  scores  determined  under 
paragraphs  (b)(2)  and  (b)(3)  of  this 
section. 

(2)  For  quantitative  syphilis  tests,  the 
program  must  determine  the  correct 
response  for  each  method  by  the 
distance  of  the  response  from  the  target 
value.  After  the  target  value  has  been 
established  for  each  response,  the 
appropriateness  of  the  response  must  be 
determined  by  using  either  fixed  criteria 
or  the  number  of  standard  deviatfons 
the  response  differs  from  the  target 
value.  The  criterion  for  acceptable 
performance  for  quantitative  syphilis 
serology  tests  is  the  target  value  -I-  /  —  1 
dilution. 
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(3)  The  criterion  for  acceptable 
performance  for  qualitative  syphilis 
serology  tests  is  reactive  or  nonreactive. 

(4)  To  determine  the  overall  testing 
event  score,  the  number  of  correct 
responses  must  be  averaged  using  the 
following  formula: 


Number  of 
acceptable 

”XTe’nir.‘'‘  Xioo-T^togeven, 

Total  number  of 
all  challenges 


§  493.927  General  immunology. 

(a)  Program  content  and  frequency  of 
challenge.  To  be  approved  for 
proficiency  testing  for  immunology,  the 
annual  program  must  provide  a 
minimum  of  five  samples  per  testing 
event.  There  must  be  at  least  three 
testing  events  at  approximately  equal 
intervals  per  year.  The  annual  program 
must  provide  samples  that  cover  the  full 
range  of  reactivity  from  highly  reactive 
to  nonreactive.  The  samples  may  be 
provided  through  mailed  shipments  or, 
at  HHS'  option,  may  be  provided  to 
HHS  or  its  designee  for  on-site  testing. 

(b)  Challenges  per  testing  event.  The 
minimum  number  of  challenges  per 
testing  event  the  program  must  provide 
for  each  analyte  or  test  procedure  is 
five.  Analytes  or  tests  for  which 
laboratory  performance  is  to  be 
evaluated  include: 

Analyte  or  Test  Procedure 

Alpha-1  antitrypsin 
Alpha-fetoprotein  (tumor  marker) 
Antinuclear  antibody 
Antistreptolysin  O,  quantitative 
Anti-human  immunodeficiency  virus  (HIV) 
Complement  C3 
Complement  C4 

Hepatitis  markers  (HBsAg,  anti-HBc,  HBeAg) 

IgA 

IgG 

IgE 

IgM 

Infectious  mononucleosis 
Rheumatoid  factor 
Rubella 

(c)  Evaluation  of  a  laboratory’s 
analyte  or  test  performance.  HHS 
approves  only  those  programs  that 
assess  the  accuracy  of  a  laboratory's 
responses  in  accordance  with 
paragraphs  (c)  (1)  through  (5)  of  this 
section. 


(1)  To  determine  the  accuracy  of  a 
laboratory’s  response  for  quantitative 
and  qualitative  immunology  tests  or 
analytes,  the  program  must  compare  the 
laboratory’s  response  for  each  analyte 
with  the  response  that  reflects 
agreement  of  either  90  percent  of  ten  or 
more  referee  laboratories  or  90  percent 
or  more  of  all  participating  laboratories. 
The  proficiency  testing  program  must 
indicate  the  minimum  concentration  that 
will  be  considered  as  indicating  a 
positive  response.  The  score  for  a 
sample  in  general  immunology  is  either 
the  score  determined  under  paragraph 
(c)  (2)  or  (3)  of  this  section. 

(2)  For  quantitative  immunology 
analytes  or  tests,  the  program  must 
determine  the  correct  response  for  each 
analyte  by  the  distance  of  the  response 
from  the  target  value.  After  the  target 
value  has  been  established  for  each 
response,  the  appropriateness  of  the 
response  must  be  determined  by  using 
either  fixed  criteria  or  the  number  of 
standard  deviations  (SDs)  the  response 
differs  from  the  target  value. 

Criteria  for  Acceptable  Performance 


The  criteria  for  acceptable 
performance  are — 


Analyte  or  test 

Criteria  for  acceptable 
performance 

Alpha-1  antitrypsin . 

Target  value  ±3  SD. 

Alpha-fetoprotein  (tumor 

Target  value  ±3  SD. 

marker). 

Antinuclear  antitrody . 

Target  value  -i-/— 2 
dilutions  or  positive  or 
negative. 

Antistreptolysin  0 . 

Target  value  -i-/-2 
dilution  or  positive  or 

i 

negative. 

Anti-Human 

Reactive  or  nonreacthre. 

Immunodeficiency 

virus. 

Complement  C3 . 

Target  value  ±3  SD. 

Complement  C4 . 

Target  value  ±3  SD. 

Hepatitis  (HBsAg,  anti- 

Reactive  (positive)  or 

HBc,  HBeAg). 

rwnreactive  (negative). 

IgA . 

Target  value  ±3  SD. 

•gE . 

Target  value  ±3  SD. 

IgG . 

Target  value  -h/— 25%. 

IgM . 

Target  value  ±3  SD. 

Infectious 

Target  value  -i-/-2 

morronucleosis. 

dilutions  or  positive  or 
negative. 

Rheumatoid  factor . 

Target  value  -f/-2 
dilutions  or  positive  or 
negative. 

Rubelia . 

Target  value  ■f/-2 
dilutions  or  immune  or 
rKXiimmune  or  positive 
or  negative. 

(3)  The  criterion  for  acceptable 
performance  for  qualitative  general 
immunology  tests  is  positive  or  negative. 

(4)  To  determine  the  analyte  testing 
event  score,  the  number  of  acceptable 


analyte  responses  must  be  averaged 
using  the  following  formula: 

Number  of 
acceptable 
responses  for  the 

analyte  X 100= Analyte  score 

-  for  the  testing  event 

Total  number  of 
challenges  for  the 
analyte 

(5)  To  determine  the  overall  testing 
event  score,  the  number  of  correct 
responses  for  all  analytes  must  be 
averaged  using  the  following  formula: 

Number  of 
acceptable 

"’Kd"'  xlOO.Te.,i^eve„, 

_ ° _  score 

Total  number  of 
all  challenges 


§  493.929  Chemistry. 

The  subspecialties  under  the  specialty 
of  chemistry  for  which  a  proficiency 
testing  program  may  offer  proficiency 
testing  are  routine  chemistry, 
endocrinology,  and  toxicology.  Specific 
criteria  for  these  subspecialties  are 
listed  in  §  §  493.931  through  493.939. 

§  493.931  Routine  chemistry. 

(a)  Program  content  and  frequency  of 
challenge.  To  be  approved  for 
proficiency  testing  for  routine  chemistry, 
a  program  must  provide  a  minimum  of 
five  samples  per  testing  event.  There 
must  be  at  least  three  testing  events  at 
approximately  equal  intervals  per  year. 
The  annual  program  must  provide 
samples  that  cover  the  clinically 
relevant  range  of  values  that  would  be 
expected  in  patient  specimens.  The 
specimens  may  be  provided  through 
mailed  shipments  or,  at  HHS’  option, 
may  be  provided  to  HHS  or  its  designee 
for  on-site  testing. 

(b)  Challenges  per  testing  event.  The 
minimum  number  of  challenges  per 
testing  event  a  program  must  provide  for 
each  analyte  or  test  procedure  listed 
below  is  five  serum,  plasma  or  blood 
samples. 

Analyte  or  Test  Procedure 

Alanine  aminotransferase  (ALT/SGPT) 

Albumin 

Alkaline  phosphatase 
Amylase 

Aspartate  aminotransferase  (AST/SGOT) 
Bilirubin,  total 

Blood  gas  (pH,  p02,  and  pC02) 

Calcium,  total 
Chloride 
Cholesterol,  total 

Cholesterol,  high  density  lipoprotein 
Creatine  kinase 
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Creatine  kinase,  isoenzymes 
Creatinine 

Glucose  (Excluding  measurements  on  devices 

cleared  by  FDA  for  home  use) 

Iron,  total 

Lactate  dehydrogenase  (LDH) 

LDH  isoenzymes 
Magnesium 
Potassium 
Sodium 
Total  Protein 
Triglycerides 
Urea  Nitrogen 
Uric  Acid 

(c)  Evaluation  of  a  laboratory's 
analyte  or  test  performance.  HHS 
approves  only  those  programs  that 
assess  the  accuracy  of  a  laboratory's 
responses  in  accordance  with 
paragraphs  (c)(1)  through  (5)  of  this 
section. 

(1)  To  determine  the  accuracy  of  a 
laboratory's  response  for  qualitative  and 
quantitative  chemistry  tests  or  analytes, 
the  program  must  compare  the 
laboratory's  response  for  each  analyte 
with  the  response  that  reflects 
agreement  of  either  90  percent  of  ten  or 
more  referee  laboratories  or  90  percent 
or  more  of  all  participating  laboratories. 
The  score  for  a  sample  in  routine 
chemistry  is  either  the  score  determined 
under  paragraph  (c)(2)  or  (3)  of  this 
section. 

(2)  For  quantitative  chemistry  tests  or 
analytes,  the  program  must  determine 
the  correct  response  for  each  analyte  by 
the  distance  of  the  response  from  the 
target  value.  After  the  target  value  has 
been  established  for  each  response,  the 
appropriateness  of  the  response  must  be 
determined  by  using  either  fixed  criteria 
based  on  the  percentage  difference  from 
the  target  value  or  the  number  of 
standard  deviations  (SDs)  the  response 
differs  from  the  target  value. 

Criteria  for  Acceptable  Performance 

The  criteria  for  acceptable 
performance  are — 


Analyte  or  test 


Alanine 

aminotransferase 

(ALT/SGPT). 

Albumin . 

Alkaline  phosphatase 

Amylase . 

Aspartate 

aminotransferase 


Criteria  for  acceptable 
performance 


Target  value  ±20%. 


Target  value  ±10%. 
Target  value  ±30%. 
Target  value  ±30%. 
Target  value  ±20%. 


(AST/SGOT). 
Bilirubin,  total.... 

Blood  gas  p02 . 
pC02 . 

pH . 

Calcium,  total.... 


Target  value  ±0.4  mg/ 
dL  or  ±20%  (greater). 

Target  value  ±3  SD. 

Target  value  ±5  mm  Hg 
or  /-8%  (greater). 

Target  value  ±0.04. 

Target  value  ±1.0  mg/ 
dU 


Analyte  or  test 


Criteria  for  acceptable 
performarM^e 


Chloride . . . 

Cholesteroi.  total . 

Cholestefol,  high  denstly 
lipoprotein. 

Oeatine  knase . 

Creatine  kinase 
isoenzymes. 

Creatinine . 

Glucose  (excluding 
glucose  performed  on 
monitormg  devices 
cleared  by  FDA  for 
home  use. 


Target  value  ±5%. 

Target  value  ±10%. 

Target  value  ±30%. 

Target  value  ±30%. 

MB  elevated  (preserKe 
or  absence)  or  Target 
value  ±3SO. 

Target  value  ±0.3  ntg/ 
dL  or  ±15%  (greater). 

Target  value  ±6  mg/dl 
or  ±10%  (greater). 


Iron,  total . 

Lactate  dehydrogenase 
(LDH). 

LDH  isoenzymes . 

. 

Po  U  .  ■  ^ . 

Sodium . 

Total  Protein . 

Tr!2“CC±'1CR . 

Urea  rtitrogen . 

Uric  add . 


Target  value  ±20%. 

Target  value  ±20%. 

LDH1/LDH2  ( >  or  -)  or 
Target  value  ±  30%. 

Target  value  ±25%. 

Target  value  ±0.5 
mmol/L 

Target  value  ±4  mriiol/ 
L 

Target  value  ±10%. 

Target  value  ±25%. 

Target  value  ±2  mg/dL 
or  ±9%  (greater). 

Target  value  ±17%. 


(3)  The  criterion  for  acceptable 
performance  for  qualitative  routine 
chemistry  tests  is  positive  or  negative. 

(4)  To  determine  the  analyte  testing 
event  score,  the  number  of  acceptable 
analyte  responses  must  be  averaged 
using  the  following  formula: 


Number  of 
acceptable 
responses  for  the 

analyte  X 100= Analyte  score 

for  the  testing  event 

Total  number  of 
challenges  for  the 
analyte 


(5)  To  determine  the  overall  testing 
event  score,  the  number  of  correct 
responses  for  all  analytes  must  be 
averaged  using  the  following  formula: 


Number  of 
acceptable 
responses  for  all 
challenges 


Total  number  of 
all  challenges 


xl00=Te8ting  event 
score 


§  493.933  Endocrinology. 

(a)  Program  content  and  frequency  of 
challenge.  To  be  approved  for 
proficiency  testing  for  endocrinology,  a 
program  must  provide  a  minimum  of  five 
samples  per  testing  event.  There  must  be 
at  least  three  testing  events  at 
approximately  equal  intervals  per  year. 
The  annual  program  must  provide 
samples  that  cover  the  clinically 


relevant  range  of  values  that  would  be 
expected  in  patient  specimens.  The 
samples  may  be  provided  through 
mailed  shipments  or,  at  HHS'  option, 
may  be  provided  to  IfHS  or  its  designee 
for  on-site  testing. 

(b)  Challenges  per  testing  event.  The 
minimum  number  of  challenges  per 
testing  event  a  program  must  provide  for 
each  analyte  or  test  procedure  is  flve 
serum,  plasma,  blood,  or  urine  samples. 

Analyte  or  Test 

Ckirtisol 
Free  Thyroxine 

Human  Chorionic  Gonadotropin 
T3  Uptake 
Triiodothyronine 
Thyroid-stimulating  hormone 
Thyroxine 

(c)  Evaluation  of  a  laboratory’s 
analyte  or  test  performance.  HHS 
approves  only  those  programs  that 
assess  the  accuracy  of  a  laboratory's 
responses  in  accordance  with 
paragraphs  (c)  (1)  through  (5)  of  this 
section. 

(1)  To  determine  the  accuracy  of  a 
laboratory's  response  for  qualitative  and 
quantitative  endocrinology  tests  or 
analytes,  a  program  must  compare  the 
laboratory's  response  for  each  analyte 
with  the  response  that  reflects 
agreement  of  either  90  percent  of  ten  or 
more  referee  laboratories  or  90  percent 
or  more  of  all  participating  laboratories. 
The  score  for  a  sample  in  endocrinology 
is  either  the  score  determined  under 
paragraph  (c)(2)  or  (c)(3)  of  this  section. 

(2)  For  quantitative  endocrinology 
tests  or  analytes,  the  program  must 
determine  the  correct  response  for  each 
analyte  by  the  distance  of  the  response 
from  the  target  value.  After  the  target 
value  has  been  established  for  each 
response,  the  appropriateness  of  the 
response  must  be  determined  by  using 
either  flxed  criteria  based  on  the 
percentage  difference  from  the  target 
value  or  the  number  of  standard 
deviations  (SDs)  the  response  differs 
from  the  target  value. 

Criteria  for  Acceptable  Performance 

The  criteria  for  acceptable 
performance  are — 


Analyte  or  test 

Criteria  lor  acceptable 
performance 

Target  value  ±25%. 
Target  value  ±  3  SD. 
Target  value  ±  3  SO 
positive  or  negative. 
Target  value  ±  3  SD. 
Target  value  ±  3  SO. 
Target  value  ±  3  SD. 

Target  value  ±  20%  or 
1.0  mcg/dL  (greater). 

Human  Chorionic 
Gonadotropin. 

T  riiodothyronine . 

Thyroid-stimulating 

hormone. 

Thyrosine . 
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S  493.937  Toxicology. 

(3)  The  criterion  for  acceptable 
performance  for  qualitative 
endocrinology  tests  is  positive  or 
negative. 

(4)  To  determine  the  analyte  testing 
event  score,  the  number  of  acceptable 
analyte  responses  must  be  averaged 
using  the  following  formula: 

Number  of 
acceptable 
responses  for  the 

analyte  X 100 = Analyte  score 

-  for  the  testing  event 

Total  number  of 
challenges  for  the 
analyte 

(5)  To  determine  the  overall  testing 
event  score,  the  number  of  correct 
responses  fpr  all  analytes  must  be 
averaged  using  the  following  formula: 

Number  of 
acceptable 

xlOO.^e,U„8.ve„. 

Total  number  of 
ell  challenges 

(a)  Program  content  and  frequency  of 
challenge.  To  be  approved  for 
proficiency  testing  for  toxicology,  the 
annual  program  must  provide  a 
minimum  of  five  samples  per  testing 
event.  There  must  be  at  least  three 
testing  events  at  approximately  equal 
intervals  per  year.  The  annual  program 
must  provide  samples  that  cover  the 
clinically  relevant  range  of  values  that 
would  be  expected  in  specimens  of 
patients  on  drug  therapy  and  that  cover 
the  level  of  clinical  significance  for  the 
particular  drug.  The  samples  may  be 
provided  through  mailed  shipments  or. 
at  HHS’  option,  may  be  provided  to 
HHS  or  its  designee  for  on-site  testing. 

(b)  Challenges  per  testing  event.  The 
minimum  number  of  challenges  per 
testing  event  a  program  must  provide  for 
each  analyte  or  test  procedure  is  Hve 
serum,  plasma,  or  blood  samples. 

Analyte  or  Test  Procedure 

Alcohol  (blood)  Phenytoin 

Blood  lead  Primidone 

Carbamazepine  Procainamide 

Digoxin  (and  metabolite) 

EthoBuximide  Quinidine 

Gentamicin  Theophylline 

Lithium  Tobramycin 

Phenobarbital  Valproic  Acid 

(c)  Evaluation  of  a  laboratory’s 
analyte  or  test  performance.  HHS 
approves  only  those  programs  that 


assess  the  accuracy  of  a  laboratory's 
responses  in  accordance  with 
paragraphs  (c)(1)  through  (4)  of  this 
section. 

(1)  To  determine  the  accuracy  of  a 
laboratory’s  responses  for  quantitative 
toxicology  tests  or  analytes,  the  program 
must  compare  the  laboratory’s  response 
for  each  analyte  with  the  response  that 
reflects  agreement  of  either  90  percent  of 
ten  or  more  referee  laboratories  or  90 
percent  or  more  of  all  participating 
laboratories.  ’The  score  for  a  sample  in 
toxicology  is  the  score  determined  under 
paragraph  (c)(2)  of  this  section. 

(2)  For  quantitative  chemistry  tests  or 
analytes,  the  program  must  determine 
the  correct  response  for  each  analyte  by 
the  distance  of  the  response  from  the 
target  value.  After  the  target  value  has 
been  established  for  each  response,  the 
appropriateness  of  the  response  must  be 
determined  by  using  fixed  criteria  based 
on  the  percentage  difference  from  the 
target  value 

Criteria  for  Acceptable  Performance 

The  criteria  for  acceptable 
performance  are: 


Analyte  or  test 

Criteria  (or  acceptable 
performance 

Alcohol,  blood . 

Target  Value  ±.  25%. 

Blood  lead . 

Target  Value  ±  10%  or 

Carbamazepine . 

4  mcg/dL  (greater). 
Target  Value  ±  25%. 

±  0.2  ng/mL 
(greater). 

Gentamicin . 

Tar^  Value  ±  25%. 

Lithium . 

Target  Value  ±  0.3 
mmol/L  or  ±  20% 
(greater). 

Procainamida  (and 
metabolite). 

Target  Value  ±  25%. 

Target  Value  :t  25%. 

Tar^  Value  ±  25%. 

Valproic  Acid . 

Tar^  Value  ±  25%. 

(3)  To  determine  the  analyte  testing 
event  score,  the  number  of  acceptable 
analyte  responses  must  be  averaged 
using  the  following  formula: 

Number  of 
acceptable 
responses  for  the 

analyte  X 100= Analyte  score 

- for  the  testing  event 

Total  number  of 
challenges  for  the 
analyte 

(4)  To  determine  the  overall  testing 
event  score,  the  number  of  correct 
responses  for  all  analytes  must  be 
averaged  using  the  following  formula: 


Number  of 
acceptable 

_ Ir _  score 

Total  number  of 
all  challenges 


§  493.941  Hematology  (Including  routine 
hematology  and  coagulation). 

(a)  Program  content  and  frequency  of 
challenge.  To  be  approved  for 
proflciency  testing  for  hematology,  a 
program  must  provide  a  minimum  of  five 
samples  per  testing  event.  There  must  be 
at  least  three  testing  events  at 
approximately  equal  intervals  per  year, 
lite  annual  program  must  provide 
samples  that  cover  the  full  range  of ' 
values  that  would  be  expected  in  patient 
specimens.  The  samples  may  be 
provided  through  mailed  shipments  or. 
at  HHS’  option,  may  be  provided  to 
HHS  and  or  its  designee  for  on-site 
testing. 

(b)  Challenges  per  testing  event.  The 
minimum  number  of  challenges  per 
testing  event  a  program  must  provide  for 
each  analyte  or  test  procedure  is  five. 

Analyte  or  Test  Procedure 

Cell  identification  or  white  blood  cell 

differential 
Erythrocyte  count 

Hematocrit  (excluding  spun  microhematocrit) 

Hemoglobin 

Leukocyte  count 

Platelet  count 

Fibrinogen 

Partial  thromboplastin  time 
Prothrombin  time 

(1)  An  approved  program  for  cell 
identiflcation  may  vary  over  time.  The 
types  of  cells  that  might  be  included  in 
an  approved  program  over  time  are — 

Neutrophilic  granulocytes 
Eosinophilic  granulocytes 
Basophilic  granulocytes 
Lymphocytes 
Monocytes 

Major  red  and  white  blood  cell  abnormalities 
Immature  red  and  white  blood  cells 

(2)  White  blood  cell  differentials 
should  be  limited  to  the  percentage 
distribution  of  cellular  elements  listed 
above. 

(c)  Evaluation  of  a  laboratory’s 
analyte  or  test  performance.  HHS 
approves  only  those  programs  that 
assess  the  accuracy  of  a  laboratory’s 
responses  in  accordance  with 
paragraphs  (c)  (1)  through  (5)  of  this 
section. 

(1)  To  determine  the  accuracy  of  a 
laboratory’s  responses  for  qualitative 
and  quantitative  hematology  tests  or 
analytes,  the  program  must  compare  the 
laboratory’s  response  for  each  analyte 
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with  the  response  that  reflects 
agreement  of  either  90  percent  of  ten  or 
more  referee  laboratories  or  90  percent 
or  more  of  all  participating  laboratories. 
The  score  for  a  sample  in  hematology  is 
either  the  score  determined  under 
paragraph  (c)  (2)  or  (3)  of  this  section. 

(2)  For  quantitative  hematology  tests 
or  analytes,  the  program  must  determine 
the  correct  response  for  each  analyte  by 
the  distance  of  the  response  from  the 
target  value.  After  the  target  value  has 
been  established  for  each  response,  the 
appropriateness  of  the  response  is 
determined  using  either  fixed  criteria 
based  on  the  percentage  difference  from 
the  target  value  or  the  number  of 
standard  deviations  (SDs)  the  response 
differs  from  the  target  value. 

Criteria  for  Acceptable  Performance 

The  criteria  for  acceptable 


performance  are: 

Analyte  or  test 

Criteria  for  acceptable 
performance 

Ceil  identification . 

90%  or  greater 

White  blood  cell 

consensus  on 
identification. 

Target  +/—  3SD  based 

differential. 

on  the  percentage  of 

Erythrocyte  count . 

different  types  of  white 
blood  cells  in  the 
samples. 

Target  +/-6%. 

Heniatocrit  (Excluding 

Target  +/-6%. 

spun  hematocrits). 

HenKiglobin . 

Target  +/-7%. 

Leukocyte  count . 

Target  +/  — 15%. 

Platelet  count . 

Target  -i-/-25%. 

Fibrinogen . 

Target  +/—  20%. 

Partial  thromboplastin 

Target  +/  — 15%. 

time. 

Prothrombin  time . 

Target  +/— 15%. 

(3)  The  criterion  for  acceptable 
performance  for  the  qualitative 
hematology  test  is  correct  cell 
identification. 

(4)  To  determine  the  analyte  testing 
event  score,  the  number  of  acceptable 
analyte  responses  must  be  averaged 
using  the  following  formula: 

Number  of 
acceptable 
responses  for  the 

analyte  X 100= Analyte  score 

- for  the  testing  event 

Total  number  of 
challenges  for  the 
analyte 

(5)  To  determine  the  overall  testing 
event  score,  the  number  of  correct 
responses  for  all  analytes  must  be 
averaged  using  the  following  formula: 


Number  of 

acceptable 

X100.T»«„8.ve„. 

Total  number  of 

all  challenges 

§  493.945  Cytology:  gynecologic 
examinations. 

(a)  Program  content  and  frequency  of 
challenge.  (1)  To  be  approved  for 
proficiency  testing  for  gynecologic 
examinations  (Pap  smears)  in  cytology, 
a  program  must  provide  test  sets 
composed  of  10-  and  20-glass  slides. 
Proficiency  testing  programs  may  obtain 
slides  for  test  sets  from  cytology 
laboratories,  provided  the  slides  have 
been  retained  by  the  laboratorj'  for  the 
required  period  specified  in  §  493.1257.  If 
slide  preparations  are  still  subject  to 
retention  by  the  laboratory,  they  may  be 
loaned  to  a  proficiency  testing  program 
if  the  program  provides  the  laboratory 
with  documentation  of  the  loan  of  the 
slides  and  ensures  that  slides  loaned  to 
it  are  retrievable  upon  request.  Each  test 
set  must  include  at  least  one  slide 
representing  each  of  the  response 
categories  described  in  paragraph 
(b)(3)(ii){A)  of  this  section,  and  test  sets 
should  be  comparable  so  that  equitable 
testing  is  achieved  within  and  between 
proficiency  testing  providers. 

(2)  To  be  approved  for  proficiency 
testing  in  g^’necologic  cytology,  a 
program  must  provide  announced  and 
unannounced  on-site  testing  for  each 
individual  at  least  once  per  year  and 
must  provide  an  initial  retesting  event 
for  each  individual  within  45  days  after 
notification  of  test  failure  and 
subsequent  retesting  events  within  45 
days  after  completion  of  remedial  action 
described  in  §  493.855. 

(b)  Evaluation  of  an  individual’s 
performance.  HHS  approves  only  those 
programs  that  assess  the  accuracy  of 
each  individual’s  responses  on  both  10- 
and  20-slide  test  sets  in  which  the  slides 
have  been  referenced  as  specified  in 
paragraph  (b)(1)  of  this  section. 

(1)  To  determine  the  accuracy  of  an 
individual’s  response  on  a  particular 
challenge  (slide),  the  program  must 
compare  the  individual’s  response  for 
each  slide  preparation  with  the  response 
that  reflects  the  predetermined 
consensus  agreement  or  confirmation  on 
the  diagnostic  category,  as  described  in 
the  table  in  paragraph  (b)(3)(ii)(A)  of 
this  section.  For  all  slide  preparations,  a 
100%  consensus  agreement  among  a 
minimum  of  three  physicians  certified  in 
anatomic  pathology  is  required.  In 
addition,  for  premalignant  and 
malignant  slide  preparations, 
confirmation  by  tissue  biopsy  is 


required  either  by  comparison  of  the 
reported  biopsy  results  or  reevaluation 
of  biopsy  slide  material  by  a  physician 
certified  in  anatomic  pathology. 

(2)  An  individual  qualified  as  a 
technical  supervisor  under  §  493.1449  (b) 
or  (k)  who  routinely  interprets 
gynecologic  slide  preparations  only  after 
they  have  been  examined  by  a 
cytotechnologist  can  either  be  tested 
using  a  test  set  that  has  been  screened 
by  a  cytotechnologist  in  the  same 
laboratory  or  using  a  test  set  that  has 
not  been  screened.  A  technical 
supervisor  who  screens  and  interprets 
slide  preparations  that  have  not  been 
previously  examined  must  be  tested 
using  a  test  set  that  has  not  been 
previously  screened. 

(3)  The  criteria  for  acceptable 
performance  are  determined  by  using 
the  scoring  system  in  paragraphs  (b)(3) 

(i)  and  (ii)  of  this  section. 

(i)  Each  slide  set  must  contain  10  or  20 
slides  with  point  values  established  for 
each  slide  preparation  based  on  the 
significance  of  the  relationship  of  the 
interpretation  of  the  slide  to  a  clinical 
condition  and  whether  the  participant  in 
the  testing  event  is  a  cytotechnologist 
qualified  under  §  §  493.1469  or  493.1483 
or  functioning  as  a  technical  supervisor 
in  cytology  qualified  under  §  493.1449 
(b)  or  (k)  of  this  part. 

(ii)  The  scoring  system  rew'ards  or 
penalizes  the  participants  in  proportion 
to  the  distance  of  their  answers  from  the 
correct  response  or  target  diagnosis  and 
the  penalty  or  reward  is  weighted  in 
proportion  to  the  severity  of  the  lesion. 

(A)  The  four  response  categories  for 
reporting  proficiency  testing  results  and 
their  descriptions  are  as  follows: 


Category 


Description 


A 


C 


Unsatisfactory  for  diagnosis  due 
to: 

(1)  Scant  cellularity. 

(2)  Air  drying. 

(3)  Obscuring  material  (blood,  in¬ 
flammatory  cells,  or  lubricant). 

Normal  or  Benign  Changes— in¬ 
cludes: 

(1)  Normal,  negative  or  within 
normal  limits. 

(2)  Infection  other  than  Human 
Papillomavirus  (HPV)  (e  g..  Tri¬ 
chomonas  vaginalis,  changes 
or  morphology  consistent  with 
Candida  spp.,  Actinomyces 
spp.  or  Herpes  simplex  virus). 

(3)  Reactive  and  reparative 
changes  (e.g.,  inflammation,  ef¬ 
fects  of  chemotherapy  or  radi¬ 
ation). 

Low  Grade  Squamous  Intraepith¬ 
elial  Lesion — includes: 

(1)  Cellular  changes  associated 
with  HPV. 
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Category  Description 

(2)  MikJ  dyspiasia/CIN-1. 

D .  High  Grade  Lesion  and  Carcino¬ 

ma— includes: 

(1)  High  grade  squamous  intra¬ 
epithelial  lesions  wrhich  irtciude 
moderate  dyspiasia/CIN-2  and 
severe  dysplasia/carcinoma  in- 
situ/CIN-3. 

(2)  Squamous  cell  carcinoma 

(3)  Adenocarcinoma  and  other 
malignant  neoplasms. 


(B)  In  accordance  with  the  criteria  for 
the  scoring  system,  the  charts  in 
paragraphs  (b)(3)(ii)(C)  and  (D)  of  this 
section,  for  technical  supervisors  and 
cytotechnoiogists,  respectively,  provide 
a  maximum  of  10  points  for  a  correct 
response  and  a  maximum  of  minus  Hve 
(—5)  points  for  an  incorrect  response  on 
a  10-slide  test  set.  For  example,  if  the 
correct  response  on  a  slide  is  “high 
grade  squamous  intraepithelial  lesion” 
(category  “D”  on  the  scoring  system 
chart]  and  an  examinee  calls  it  “normal 
or  negative”  (category  “B”  on  the 
scoring  system  chart),  then  the 
examinee’s  point  value  on  that  slide  is 
calculated  as  minus  five  (—5).  Each 
slide  is  scored  individually  in  the  same 
manner.  The  individual’s  score  for  the 
testing  event  is  determined  by  adding 
the  point  value  achieved  for  each  slide 
preparation,  dividing  by  the  total  points 
for  the  testing  event  and  multiplying  by 
100. 

(C)  Criteria  for  scoring  system  for  a 
10-slide  test  set.  (See  table  at 

(b){3)(ii)(A)  of  this  section  for  a 
description  of  the  response  categories.) 
For  technical  supervisors  qualified 
under  §  493.1449(b)  or  (k): 


(D)  Criteria  for  scoring  system  for  a 
10-slide  test  set  (See  table  at  paragraph 
(b)(3)(ii)(A)  of  this  section  for  a 
description  of  the  response  categories.) 
For  cytotechnoiogists  qualified  under 
§§  493.1469  or  493.1483: 


Corrdct  response  category. 

A 

B 

C 

0 

Examinee's  response: 

A . 

10 

0 

5 

5 

B . 

5 

10 

5 

5 

C . . . 

5 

0 

10 

10 

° . . . 

0 

-5 

10 

10 

(E)  In  accordance  with  the  criteria  for 
the  scoring  system,  the  charts  in 
paragraphs  (b)(3)(ii](F)  and  (G)  of  this 
section,  for  technical  supervisors  and 
cytotechnoiogists,  respectively,  provide 
maximums  of  5  points  for  a  correct 
response  and  minus  ten  (—10)  points  for 
an  incorrect  response  on  a  20-slide  test 
set. 

(F)  Criteria  for  scoring  system  for  a  20- 
slide  test  set.  (See  table  at  paragraph 
(b](3)(ii)(A)  of  this  section  for  a 
description  of  the  response  categories.) 
For  technical  supervisors  qualified 
under  §  493.1449(b)  or  (k): 


Correct  response 
categoiy: 

A 

B 

C 

D 

Examinee's  response: 

A . . 

5 

0 

0 

0 

B . 

2.5 

5 

0 

0 

C . . . 

2.5 

0 

5 

2.5 

D . 

0 

-10 

2.5 

5 

(G)  Criteria  for  scoring  system  for  a 
20-slide  test  set.  (See  table  at 
(b)(3](ii)(A)  of  this  section  for  a 
description  of  the  response  categories.) 
For  cytotechnoiogists  qualified  under 
§  493.1469  or  493.1483: 


Correct  response 
catego^ 

A 

B 

C 

0 

Examinee's  response: 

5 

0 

2.5 

2.5 

0  .  . 

2.5 

5 

2.5 

2.5 

C . . 

2.5 

0 

5 

5 

D . 

0 

-10 

5 

5 

§  493.959  Inununohematology. 

(a)  Types  of  services  offered  by 
laboratories.  In  immunohematology, 
there  are  four  types  of  laboratories  for 
proficiency  testing  purposes — 

(1)  Those  that  perform  ABO  group 
and/or  D  (Rho)  typing; 

(2)  Those  that  perform  ABO  group 
and/or  D  (Rho)  typing,  and  unexpected 
antibody  detection: 

(3)  Those  that  in  addition  to 
paragraph  (a)(2)  of  this  section  perform 
compatibility  testing;  and 

(4)  Those  that  perform  in  addition  to 
paragraph  (a)(3)  of  this  section  antibody 
identification. 

(b)  Program  content  and  frequency  of 
challenge.  To  be  approved  for 
proficiency  testing  for 
immunohematology,  a  program  must 
provide  a  minimum  of  five  samples  per 
testing  event.  There  must  be  at  least 
three  testing  events  at  approximately 
equal  intervals  per  year.  'The  annual 
program  must  provide  samples  that 
cover  the  full  range  of  interpretation  that 
would  be  expected  in  patient  specimens. 
The  samples  may  be  provided  through 


mailed  shipments  or,  at  HHS’  option, 
may  be  provided  to  HHS  or  its  designee 
for  on-site  testing. 

(c)  Challenges  per  testing  event  ’The 
minimum  number  of  challenges  per 
testing  event  a  program  must  provide  for 
each  analyte  or  test  procedure  is  five. 

Analyte  or  Test  Procedure 
ABO  group  (excluding  subgroups) 

D  (Rho)  typing 

Unexpected  antibody  detection 
Compatibility  testing 
Antibody  identification 

(d)  Evaluation  of  a  laboratory's 
analyte  or  test  performance.  HHS 
approves  only  those  programs  that 
assess  the  accuracy  of  a  laboratory’s 
response  in  accordance  with  paragraphs 
(d)(1)  through  (5)  of  this  section. 

(1)  To  determine  the  accuracy  of  a 
laboratory’s  response,  a  program  must 
compare  the  laboratory's  response  for 
each  analyte  with  the  response  that 
reflects  agreement  of  either  100  percent 
of  ten  or  more  referee  laboratories  or  95 
percent  or  more  of  all  participating 
laboratories  except  for  unexpected 
antibody  detection  and  antibody 
identification.  To  determine  the 
accuracy  of  a  laboratory’s  response  for 
unexpected  antibody  detection  and 
antibody  identification,  a  program  must 
compare  the  laboratory’s  response  for 
each  analyte  with  the  response  that 
reflects  agreement  of  either  95  percent  of 
ten  or  more  referee  laboratories  or  95 
percent  or  more  of  all  participating 
laboratories.  The  score  for  a  sample  in 
immunohematology  is  either  the  score 
determined  under  paragraph  (d)(2)  or  (3) 
of  this  section. 

(2)  Criteria  for  acceptable 
performance.  The  criteria  for  acceptable 
performance  are — 


Analyte  or  test 

Criteria  lor  acceptable 
per1ormarv» 

ABO  group . . . 

100%  accuracy. 

D  (Rt>o)  typ«g . . . 

100%  accuracy. 

Unexpected  atrtitxxly 
detection.  i 

80%  accuracy. 

CompatibiNty  testing . .j 

100%  accuracy. 

Antibody  id^tification....| 

80%  accuracy. 

(3)  The  criterion  for  acceptable 
performance  for  qualitative 
immunohematology  tests  is  positive  or 
negative. 

(4)  To  determine  the  analyte  testing 
event  score,  the  number  of  acceptable 
analyte  responses  must  be  averaged 
using  the  following  formula: 
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Number  of 
acceptable 
responses  for  the 

_ analyte _ _ 

Total  number  of 
challenges  for  the 
analyte 


X 100= Analyte  score 
for  the  testing  event 


(5)  To  determine  the  overall  testing 
event  score,  the  number  of  correct 
responses  for  all  analytes  must  be 
averaged  using  the  following  formula; 

Number  of 
acceptable 

responses  for  all  Xl00=Testing  event 
_  challenges  score 

Total  number  of 
all  challenges 


Subpart  J— Patient  Test  Management 
for  Moderate  or  High  Compiexity 
Testing,  or  Both 

§  493.1 101  Condition:  Patient  test 
management;  moderate  or  high  compiexity 
testing,  or  both. 

Each  laboratory  performing  moderate 
or  high  complexity  testing,  or  both,  must 
employ  and  maintain  a  system  that 
provides  for  proper  patient  preparation; 
proper  specimen  collection, 
identiHcation,  preservation, 
transportation,  and  processing;  and 
accurate  result  reporting.  This  system 
must  assure  optimum  patient  specimen 
integrity  and  positive  identification 
throughout  the  preanalytic  (pre-testing], 
analytic  (testing],  and  postanalytic 
(post-testing]  processes  and  must  meet 
the  standards  of  this  subpart  as  they 
apply  to  the  testing  performed. 

§  493.1 103  Standard;  Procedures  for 
specimen  submission  and  handling. 

(a]  The  laboratory  must  have 
available  and  follow  written  policies 
and  procedures  for  each  of  the 
following,  if  applicable;  Methods  used 
for  the  preparation  of  patients;  specimen 
collection;  specimen  labeling;  specimen 
preservation;  and  conditions  for 
specimen  transportation.  Such  policies 
and  procedures  must  assure  positive 
identification  and  optimum  integrity  of 
the  patient  specimens  from  the  time  the 
specimen(s]  are  collected  until  testing 
has  been  completed  and  the  results 
reported. 

(b]  If  the  laboratory  accepts  referral 
specimens,  written  instructions  must  be 
available  to  clients  and  must  include,  as 
appropriate,  the  information  specified  in 
paragraph  (a]  of  this  section. 

(c]  Oral  explanation  of  instructions  to 
patients  for  specimen  collection, 
including  patient  preparation,  may  be 
used  as  a  supplement  to  written 
instructions  where  applicable. 

§  493. 1105  Standard;  Test  requisition. 

The  laboratory  must  perform  tests 
only  at  the  written  or  electronic  request 


of  an  authorized  person.  Oral  requests 
for  laboratory  tests  are  permitted  only  if 
the  laboratory  subsequently  obtains 
written  authorization  for  testing  within 
30  days.  Records  of  test  requisitions  or 
test  authorizations  must  be  retained  for 
a  minimum  of  two  years.  The  patient's 
chart  or  medical  record,  if  used  as  the 
test  requisition,  must  be  retained  for  a 
minimum  of  two  years  and  must  be 
available  to  the  laboratory  at  the  time  of 
testing  and  available  to  HHS  upon 
request.  The  laboratory  must  assure  that 
the  requisition  or  test  authorization 
includes — 

(a]  The  patient's  name  or  other  unique 
identifier; 

(b]  The  name  and  address  or  other 
suitable  identifiers  of  the  authorized 
person  requesting  the  test  and,  if 
appropriate,  the  individual  responsible 
for  utilizing  the  test  results  or  ^e  name 
and  address  of  the  laboratory  submitting 
the  specimen,  including,  as  applicable,  a 
contact  person  to  enable  the  reporting  of 
imminent  life  threatening  laboratory 
results  or  panic  values; 

(c]  The  test(s]  to  be  performed; 

(d]  The  date  of  specimen  collection; 

(e]  For  Pap  smears,  the  patient's  last 
menstrual  period,  age  or  date  of  birth, 
and  indication  of  whether  the  patient 
had  a  previous  abnormal  report, 
treatment  or  biopsy;  and 

(f]  Any  additional  information 
relevant  and  necessary  to  a  specific  test 
to  assure  accurate  and  timely  testing 
and  reporting  of  results. 

§  493.1 107  Standard;  Test  records. 

The  laboratory  must  maintain  a 
record  system  to  ensure  reliable 
identification  of  patient  specimens  as 
they  are  processed  and  tested  to  assure 
that  accurate  test  results  are  reported. 
These  records  must  identify  the 
personnel  performing  the  testing 
procedure.  Records  of  patient  testing, 
including,  if  applicable,  instrument 
printouts,  must  be  retained  for  at  least 
two  years.  Immunohematology  records 
must  be  retained  for  no  less  than  Hve 
years  in  accordance  with  21  CFR  part 
606,  subpart  I.  The  record  system  must 
provide  documentation  of  information 
specibed  in  §  493.1105  (a]  through  (f] 
and  include — 

(a]  The  patient  identification  number, 
accession  number,  or  other  unique 
identiHcation  of  the  specimen; 

(b]  The  date  and  time  of  specimen 
receipt  into  the  laboratory; 

(c]  The  condition  and  disposition  of 
specimens  that  do  not  meet  the 
laboratory's  criteria  for  specimen 
acceptability;  and 

(d]  The  records  and  dates  of  all 
specimen  testing,  including  the  identity 
of  the  personnel  who  performed  the 


test(s],  which  are  necessary  to  assure 
proper  identiHcation  and  accurate 
reporting  of  patient  test  results. 

§  493.1 109  Standard;  Test  report 

The  laboratory  report  must  be  sent 
promptly  to  the  authorized  person,  the 
individual  responsible  for  using  the  test 
results  or  laboratory  that  initially 
requested  the  test.  'The  original  report  or 
an  exact  duplicate  of  each  test  report, 
including  Hnal  and  preliminary  reports, 
must  be  retained  by  the  testing 
laboratory  for  a  period  of  at  least  two 
years  after  the  date  of  reporting. 
Immunohematology  reports  must  be 
retained  by  the  laboratory  for  a  period 
of  no  less  than  Hve  years  in  accordance 
with  21  CFR  part  606,  subpart  I.  For 
pathology,  test  reports  must  be  retained 
for  a  period  of  at  least  ten  years  after 
the  date  of  reporting.  This  information 
may  be  maintained  as  part  of  the 
patient's  chart  or  medical  record  which 
must  be  readily  available  to  the 
laboratory  and  to  HHS  upon  request. 

(a]  The  laboratory  must  have 
adequate  systems  in  place  to  report 
results  in  a  timely,  accurate,  reliable  and 
conHdential  manner,  and,  ensure  patient 
confidentiality  throughout  those  parts  of 
the  total  testing  process  that  are  under 
the  laboratory's  control. 

(b]  The  test  report  must  indicate  the 
name  and  address  of  the  laboratory 
location  at  which  the  test  was 
performed,  the  test  performed,  the  test 
result  and,  if  applicable,  the  units  of 
measurement. 

(c]  The  laboratory  must  indicate  on 
the  test  report  any  information  regarding 
the  condition  and  disposition  of 
specimens  that  do  not  meet  the 
laboratory's  criteria  for  acceptability. 

(d]  Pertinent  "reference"  or  “normal" 
ranges,  as  determined  by  the  laboratory 
performing  the  tests,  must  be  available 
to  the  authorized  person  who  ordered 
the  tests  or  the  individual  responsible 
for  utilizing  the  test  results. 

(e]  The  results  or  transcripts  of 
laboratory  tests  or  examinations  must 
be  released  only  to  authorized  persons 
or  the  individual  responsible  for  utilizing 
the  test  results. 

(f]  The  laboratory  must  develop  and 
follow  written  procedures  for  reporting 
imminent  life-threatening  laboratory 
results  or  panic  values.  In  addition,  the 
laboratory  must  immediately  alert  the 
individual  or  entity  requesting  the  test 
or  the  individual  responsible  for  utilizing 
the  test  results  when  any  test  result 
indicates  an  imminent  life-threatening 
condition. 

(g]  The  laboratory  must,  upon  request, 
make  available  to  clients  a  list  of  test 
methods  employed  by  the  laboratory 
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and,  in  accordance  with  $  493.1213,  as 
applicable,  the  performance 
specifications  of  each  method  used  to 
test  patient  specimens.  In  addition, 
information  that  may  affect  the 
interpretation  of  test  results,  such  as  test 
interferences,  must  be  provided  upon 
request  Pertinent  updates  on  testing 
information  must  be  provided  to  clients 
whenever  changes  occur  that  affect  the 
test  results  or  interpretation  of  test 
results. 

(h)  The  original  report  or  exact 
duplicates  of  test  reports  must  be 
maintained  by  the  laboratory  in  a 
manner  that  permits  ready  identification 
and  timely  accessibility. 

§493.1111  Standard;  Referral  of 
specimens. 

A  laboratory  must  refer  specimens  for 
testing  only  to  a  laboratory  possessing  a 
valid  certiHcate  authorizing  the 
performance  of  testing  in  the  specialty 
or  subspecialty  of  service  for  the  level  of 
complexity  in  which  the  referred  test  is 
categorized. 

(a)  The  referring  laboratory  must  not 
revise  results  or  information  directly 
related  to  the  interpretation  of  results 
provided  by  the  testing  laboratory. 

(b)  The  referring  laboratory  may 
permit  each  testing  laboratory  to  send 
the  test  result  directly  to  the  authorized 
person  who  initially  requested  the  test. 
The  referring  laboratory  must  retain  or 
be  able  to  produce  an  exact  duplicate  of 
each  testing  laboratory’s  report. 

(c)  The  authorized  person  who  orders 
a  test  or  procedure  must  be  notified  by 
the  referring  laboratory  of  the  name  and 
address  of  each  laboratory  location  at 
which  a  test  was  perform^. 

Subpart  K— Quality  Control  for  Tests 
of  Moderate  or  High  Complexity,  or 
Both 

§  493.1201  Condition:  General  quality 
control;  Moderate  or  high  complexity 
testing,  or  both. 

The  laboratory  must  establish  and 
follow  written  quality  control 
procedures  for  monitoring  and 
evaluating  the  quality  of  the  analytical 
testing  process  of  each  method  to  assure 
the  accuracy  and  reliability  of  patient 
test  results  and  reports.  In  addition,  the 
laboratory  must  meet  the  applicable 
standards  in  §§  493.1202  through 
493.1221  of  this  subpart,  unless  an 
alternative  procedure  specified  in  the 
manufacturer’s  protocol  has  been 
cleared  by  the  Food  and  Drug 
Administration  (FDA)  as  meeting  the 
CUA  requirements  for  general  quality 
control,  and  the  device/ test  quality 
control  instructions  contain  the 
following  statement:  "Unless  this  device 


is  modified  by  a  laboratory,  compliance 
with  these  quality  control  instructions 
satisfies  42  CFR  493.1201  through 
493.1221  implementing  the  Clinical 
Laboratory  Improvement  Amendments 
of  1988,”  or  HCFA  approves  an 
equivalent  procedure  specified  in 
appendix  C  of  the  State  Operations 
Manual  (HCFA  Pub.  7).  HCFA  Pub.  7  is 
available  from  the  Technical 
Information  Service,  U.S.  Department  of 
Commerce,  5825  Port  Royal  Road, 
Springfield,  VA  22161,  telephone  number 
(703)  487-4630. 

§  493. 1 202  Standard;  Moderate  or  high 
complexity  testing,  or  both:  Effective  from 
September  1, 1992  to  September  1, 1994. 

(a)  For  each  test  of  high  complexity 
performed,  the  laboratory  must  meet  all 
applicable  standards  of  Ais  subpart. 

(b)  For  each  test  of  moderate 
complexity  performed  using  a  method 
developed  in-house  or  using  an 
instrument,  kit  or  test  system  cleared  by 
the  FDA  through  the  premarket 
notification  (510(k))  or  premarket 
approval  (Pi^^)  process  for  in-vitro 
diagnostic  use  but  modified  by  the 
laboratory,  the  laboratory  must  meet  all 
applicable  standards  of  this  subpart. 

(c)  For  all  other  tests  of  moderate 
complexity  performed  using  an 
instrument,  kit  or  test  system  cleared  by 
the  FDA  through  the  premarket 
notification  (510(k))  or  premarket 
approval  (PMA)  process  for  in-vitro 
diagnostic  use,  the  laboratory  must — 

(1)  Follow  the  manufacturer’s 
instructions  for  instrument  or  test 
system  operation  and  test  performance; 

(2)  Have  a  procedure  manual 
describing  the  processes  for  testing  and 
reporting  patient  test  results; 

(3)  Perform  and  document  calibration 
procedures  at  least  once  every  six 
months; 

(4)  Perform  and  document  control 
procedures  using  at  least  two  levels  of 
control  materials  each  day  of  testing; 

(5)  Perform  and  document  applicable 
specialty  and  subspecialty  control 
procedures  as  specified  under 

§  493.1223;  and 

(6)  Perform  and  document  that 
remedial  action  has  been  taken  when 
problems  or  errors  are  identified  as 
specified  in  §  493.1219. 

§  493. 1 203  Standard;  Moderate  or  high 
complexity  testing,  or  both:  Effective 
beginning  September  1, 1994. 

For  each  moderate  or  high  complexity 
test  performed,  the  laboratory  will  be  in 
compliance  with  this  section  if  it: 

(a)  Meets  all  applicable  quality 
control  requirements  specified  in  this 
subpart;  or 


(b)  Follows  manufacturer's 
instructions  when  using  products 
(instruments,  kits,  or  test  systems) 
cleared  by  the  FDA  as  meeting  the  CLIA 
requirements  for  general  quality  control 
located  at  §§  493.1213, 493.1215, 493.1217 
and  applicable  parts  of  §§  493.1205, 
493.1211  and  493.1218.  In  addition,  the 
laboratory  must  comply  with 
requirements  within  any  section  of  this 
subpart  that  are  unique  to  the  laboratory 
facility  and  cannot  be  met  by 
manufacturer’s  instructions. 

§  493.1204  Standard;  Facilities. 

The  laboratory  must  provide  the 
space  and  environmental  conditions 
necessary  for  conducting  the  services 
offered. 

(a)  The  laboratory  must  be 
constructed,  arranged,  and  maintained 
to  ensure  the  space,  ventilation,  and 
utilities  necessary  for  conducting  all 
phases  of  testing,  including  the 
preanalytic  (pre-testing),  analytic 
(testing),  and  postanalytic  (post-testing), 
as  appropriate. 

(b)  Safety  precautions  must  be 
established,  posted,  and  observed  to 
ensure  protection  from  physical  hazards 
and  biohazardous  materials. 

§  493.1205  Staitdard;  Test  methods, 
equipment,  Irtstrumentstion,  reagents, 
materials,  and  supplies. 

The  laboratory  must  utilize  test 
methods,  equipment,  instrumentation, 
reagents,  materials,  and  supplies  that 
provide  accurate  and  reliable  test 
results  and  test  reports. 

(a)  Test  methodologies  and  equipment 
must  be  selected  and  testing  performed 
in  a  manner  that  provides  test  results 
within  the  laboratory’s  stated 
performance  specifications  for  each  test 
method  as  determined  under  §  493.1213. 

(b)  The  laboratory  must  have 
appropriate  and  sufficient  equipment 
and  instruments,  reagents,  materials, 
and  supplies  for  the  type  and  volume  of 
testing  performed  and  for  the 
maintenance  of  quality  during  the 
preanalytic,  analytic,  and  postanalytic 
phases  of  testing. 

(c)  The  laboratory  must  define  criteria 
for  those  conditions  that  are  essential 
for  proper  storage  of  reagents  and 
specimens,  and  accurate  and  reliable 
test  system  operation  and  test  result 
reporting. 

(1)  These  conditions  include,  if 
applicable — 

(i)  Water  quaUty; 

(ii)  Temperature; 

(iii)  Humidity;  and 

(iv)  Protection  of  equipment  and 
instrumentation  from  fluctuations  and 
interruptions  in  electrical  current  that 
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adversely  affect  patient  test  results  and 
test  reports. 

(2)  Remedial  actions  taken  to  correct 
conditions  that  fail  to  meet  the  criteria 
speciHed  in  paragraph  (c)(1)  of  this 
section  must  be  documented. 

(d)  Reagents,  solutions,  culture  media, 
control  materials,  calibration  materials 
and  other  supplies,  as  appropriate,  must 
be  labeled  to  indicate — 

(1)  Identity  and,  when  significant, 
titer,  strength  or  concentration; 

(2)  Recommended  storage 
requirements; 

(3)  Preparation  and  expiration  date; 
and 

(4)  Other  pertinent  information 
required  for  proper  use. 

(e)  Reagents,  solutions,  culture  media, 
control  materials,  calibration  materials 
and  other  supplies  must  be  prepared, 
stored,  and  handled  in  a  manner  to 
ensure  that — 

(1)  Reagents,  solutions,  culture  media, 
controls,  calibration  materials  and  other 
supplies  are  not  used  when  they  have 
exceeded  their  expiration  date,  have 
deteriorated  or  are  of  substandard 
quality.  The  laboratory  must  comply 
with  the  FDA  product  dating 
requirements  of  21  CFR  610.53  for  blood 
products  and  other  biologicals.  and 
labeling  requirements,  as  cited  in  21 
CFR  809.10  for  all  other  in  vitro 
diagnostics.  Any  exception  to  the 
product  dating  requirements  in  21  CFR 
610.53  will  be  granted  by  the  FDA  in  the 
form  of  an  amendment  of  the  product 
license,  in  accordance  with  21  CFR 
610.53(d).  All  exceptions  must  be 
documented  by  the  laboratory;  and 

(2)  Components  of  reagent  kits  of 
different  lot  numbers  are  not 
interchanged  unless  otherwise  specified 
by  the  manufacturer. 

§  493.121 1  Standard;  Procedure  manual. 

(a)  A  written  procedure  manual  for 
the  performance  of  all  analytical 
methods  used  by  the  laboratory  must  be 
readily  available  and  followed  by 
laboratory  personnel.  Textbooks  may  be 
used  as  supplements  to  these  written 
descriptions  but  may  not  be  used  in  lieu 
of  the  laboratory’s  written  procedures 
for  testing  or  examining  specimens. 

(b)  The  procedure  manual  must 
include,  when  applicable  to  the  test 
procedure: 

(1)  Requirements  for  specimen 
collection  and  processing,  and  criteria 
for  specimen  rejection; 

(2)  Procedures  for  microscopic 
examinations,  including  the  detection  of 
inadequately  prepared  slides; 

(3)  Step-by-step  performance  of  the 
procedure,  including  test  calculations 
and  interpretation  of  results: 


(4)  Preparation  of  slides,  solutions, 
calibrators,  controls,  reagents,  stains 
and  other  materials  used  in  testing; 

(5)  Calibration  and  calibration 
verihcation  procedures; 

(6)  The  reportable  range  for  patient 
test  results  as  established  or  verified  in 
§  493.1213; 

(7)  Control  procedures; 

(8)  Remedial  action  to  be  taken  when 
calibration  or  control  results  fail  to  meet 
the  laboratory’s  criteria  for 
acceptability; 

(9)  Limitations  in  methodologies, 
induding  interfering  substances; 

(10)  Reference  range  (normal  values); 

(11)  Imminent  life-threatening 
laboratory  results  or  “panic  values’’; 

(12)  Pertinent  literature  references: 

(13)  Appropriate  criteria  for  specimen 
storage  and  preservation  to  ensure 
specimen  integrity  until  testing  is 
completed; 

(14)  The  laboratory’s  system  for 
reporting  patient  results  including,  when 
appropriate,  the  protocol  for  reporting 
panic  values; 

(15)  Description  of  the  course  of  action 
to  be  taken  in  the  event  that  a  test 
system  becomes  inoperable;  and 

(16)  Criteria  for  the  referral  of 
specimens  including  procedures  for 
specimen  submission  and  handling  as 
described  in  §  493.1103. 

(c)  Manufacturers’  package  inserts  or 
operator  manuals  may  be  used,  when 
applicable,  to  meet  the  requirements  of 
paragraphs  (b)(1)  through  (b)(13)  of  this 
section.  Any  of  the  items  under 
paragraphs  (b)(1)  through  (b)(13)  of  this 
section  not  provided  by  the 
manufacturer  must  be  provided  by  the 
laboratory. 

(d)  Procedures  must  be  approved, 
signed,  and  dated  by  the  director. 

(e)  Procedures  must  be  re-approved, 
signed  and  dated  if  the  directorship  of 
the  laboratory  changes. 

(f)  Each  change  in  a  procedure  must 
be  approved,  signed,  and  dated  by  the 
current  director  of  the  laboratory. 

(g)  The  laboratory  must  maintain  a 
copy  of  each  procedure  with  the  dates  of 
initial  use  and  discontinuance.  'These 
records  must  be  retained  for  two  years 
after  a  procedure  has  been  discontinued. 

§  493.1213  Standard;  Establishment  and 
verification  of  method  performance 
specifications. 

Prior  to  reporting  patient  test  results, 
the  laboratory  must  verify  or  establish, 
for  each  method,  the  performance 
speciHcations  for  the  following 
performance  characteristics;  accuracy; 
precision;  analytical  sensitivity  and 
specificity,  if  applicable;  the  reportable 
range  of  patient  test  results;  the 
reference  range(s)  (normal  values);  and 


any  other  applicable  performance 
characteristic. 

(a)  The  provisions  of  this  section  are 
not  retroactive.  Laboratories  are  not 
required  to  verify  or  establish 
performance  specifications  for  any  test 
method  of  moderate  or  high  complexity 
in  use  prior  to  September  1, 1992. 

(b)  (1)  After  September  1, 1992,  a 
laboratory  that  introduces  a  new 
procedure  for  patient  testing  using  a 
moderate  or  high  complexity  method 
(instrument,  kit,  or  test  system)  cleared 
by  the  FDA  as  meeting  the  CUA 
requirements  for  general  quality  control, 
must  demonstrate  that,  prior  to  reporting 
patient  test  results,  it  can  obtain  the 
performance  speciHcations  for  accuracy, 
precision,  and  reportable  range  of 
patient  test  results,  comparable  to  those 
established  by  the  manufacturer.  The 
laboratory  must  also  verify  that  the 
manufactiu'er’s  reference  range  is 
appropriate  for  the  laboratory’s  patient 
population. 

(2)  After  September  1, 1992,  a 
laboratory  that  introduces  a  new 
procedure  for  patient  testing  using:  a 
method  developed  in-house;  a 
modification  of  the  manufacturer’s  test 
procedure;  or  a  method  (instrument,  kit, 
or  test  system)  that  has  not  been  cleared 
by  the  FDA  as  meeting  the  CLLA 
requirements  for  general  quality  control, 
must,  prior  to  reporting  patient  test 
results — 

(i)  Verify  or  establish  for  each  method 
the  performance  specifications  for  the 
following  performance  characteristics, 
as  applicable: 

(A)  Accuracy; 

(B)  Precision: 

(C)  Analytical  sensitivity: 

(D)  Analytical  specificity  to  include 
interfering  substances; 

(E)  Reportable  range  of  patient  test 
results; 

(F)  Reference  range(s);  and 

(G)  Any  other  performance 
characteristic  required  for  test 
performance. 

(ii)  Based  upon  the  performance 
specifications  veriHed  or  established  in 
accordance  with  paragraph  (b)(2)(i)  of 
this  section,  establish  calibration  and 
control  procedures  for  patient  testing  as 
required  under  §§  493.1217  and  493.1218. 

(c)  The  laboratory  must  have 
documentation  of  the  verification  or 
establishment  of  all  applicable  test 
performance  specifications. 

§  493. 1215  Standard;  Equipment 
maintenance  and  function  checks. 

’The  laboratory  must  perform 
equipment  maintenance  and  function 
checks  that  include  electronic, 
mechanical  and  operational  checks 
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necessary  for  the  proper  test 
performance  and  test  result  reporting  of 
equipment,  instruments  and  test 
systems,  to  assure  accurate  and  reliable 
test  results  and  reports. 

(a)  Maintenance  of  equipment, 
instruments,  and  test  systems.  (1)  For 
manufacturers’  equipment,  instruments 
or  test  systems  cleared  by  the  FDA  as 
meeting  the  CLIA  requirements  for 
general  quality  control,  the  laboratory 
must — 

(1)  Perform  maintenance  as  defined  by 
the  manufacturer  and  with  at  least  the 
frequency  specified  by  the 
manufacturer;  and 

(ii)  Document  all  maintenance 
performed. 

(2)  For  equipment,  instruments,  or  test 
systems  not  cleared  by  the  FDA  as 
meeting  the  CULA  requirements  for 
general  quality  control,  or  equipment, 
instruments,  or  test  systems  that  have 
been  modified  or  developed  in-house, 
the  laboratory  must — 

(i)  Establish  a  maintenance  protocol 
that  ensures  equipment,  instrument,  and 
test  system  performance  necessary  for 
accurate  and  reliable  test  results  and 
test  result  reporting; 

(ii)  Perform  maintenance  with  at  least 
the  frequency  specified  in  paragraph 
(a)(2](i)  of  this  section;  and 

(iii)  Document  ail  maintenance 
performed. 

(b)  Function  checks  of  equipment, 
instrum.ents,  and  test  systems.  (1)  For 
manufacturers’  equipment,  instruments, 
or  test  systems  cleared  by  the  FDA  as 
meeting  the  CLIA  requirements  for 
general  quality  control,  the  laboratory 
must — 

(1)  Perform  function  checks  as  defined 
by  the  manufacturer  and  with  at  least 
the  frequency  specified  by  the 
manufacturer;  and 

(ii)  Document  all  function  checks 
performed. 

(2)  For  equipment,  instruments,  or  test 
systems  not  cleared  by  FDA  as  meeting 
the  CLIA  requirements  for  general 
quality  control,  or  equipment, 
instruments,  or  test  systems  that  have 
been  modified  or  developed  in-house, 
the  laboratory  must — 

(i)  Define  a  function  check  protocol 
that  ensures  equipment,  instrument,  and 
test  system  performance  necessary  for 
accurate  and  reliable  test  results  and 
test  result  reporting; 

(ii)  Perform  function  checks  including 
background  or  baseline  checks  specified 
in  paragraph  (b)(2)(i)  of  this  section. 
Function  checks  must  be  within  the 
laboratory’s  established  limits  before 
patient  testing  is  conducted;  and 

(iii)  Document  all  function  checks 
performed. 


§  493.1217  Standard;  Calibration  and 
calibration  verification  procedures. 

Calibration  and  calibration 
verification  procedures  are  required  to 
substantiate  the  continued  accuracy  of 
the  test  method  throughout  the 
laboratory’s  reportable  range  for  patient 
test  results.  Calibration  is  the  process  of 
testing  and  adjusting  an  instrument,  kit, 
or  test  system  to  provide  a  known 
relationship  between  the  measurement 
response  and  the  value  of  the  substance 
that  is  being  measured  by  the  test 
procedure.  Calibration  verification  is  the 
assaying  of  calibration  materials  in  the 
same  manner  as  patient  samples  to 
confirm  that  the  calibration  of  the 
instrument,  kit,  or  test  system  has 
remained  stable  throughout  the 
laboratory’s  reportable  range  for  patient 
test  results.  The  reportable  range  is  the 
range  of  test  result  values  over  which 
the  relationship  between  the  instrument, 
kit  or  test  system  measurement  response 
is  shown  to  be  valid.  Calibration  and 
calibration  verification  must  be 
performed  and  documented  as  required 
in  this  section  unless  otherwise 
specified  in  §  §  493.1223  through  493.1285 
of  this  subpart. 

(a)  For  laboratory  test  procedures  that 
are  performed  using  instruments,  kits,  or 
test  systems  that  have  been  cleared  by 
the  FDA  as  meeting  CLIA  requirements 
for  general  quality  control,  the 
laboratory  must,  at  a  minimum,  follow 
the  manufacturer’s  instructions  for 
calibration  and  calibration  verification 
procedures  using  calibration  materials 
specified  by  the  manufacturer. 

(b)  For  each  method  that  is  developed 
in-house,  is  a  modification  of  the 
manufacturer’s  test  procedure,  or  is  an 
instrument,  kit,  or  test  system  that  has 
not  been  cleared  by  the  FDA  as  meeting 
the  CLIA  requirements  for  general 
quality  control,  the  laboratory  must — 

(1)  Perform  calibration  procedures — 

(i)  At  a  minimum,  in  accordance  with 
manufacturer’s  instructions,  if  provided, 
using  calibration  materials  provided  or 
specified,  as  appropriate,  and  with  at 
least  the  frequency  recommended  by  the 
manufacturer; 

(ii)  In  accordance  with  criteria 
established  by  the  laboratory — 

(A)  Including  the  number,  type  and 
concentration  of  calibration  materials, 
acceptable  limits  for  calibration,  and  the 
frequency  of  calibration  if 
manufacturer’s  instructions  are  not 
provided;  and 

(B)  Using  calibration  materials 
appropriate  for  the  methodology  and,  if 
possible,  traceable  to  a  reference 
method  or  reference  material  of  known 
value;  and 


(iii)  Whenever  calibration  verification 
fails  to  meet  the  laboratory's  acceptable 
limits  for  calibration  verification;  and 

(2)  Perform  calibration  verification 
procedures — 

(i)  In  accordance  with  the 
manufacturer's  calibration  verification 
instructions  when  they  meet  or  exceed 
the  requirements  specified  in  paragraph 
(b)(2)(ii)  of  this  section;  or 

(ii)  In  accordance  with  criteria 
established  by  the  laboratory — 

(A)  Including  the  number,  type,  and 
concentration  of  calibration  materials, 
acceptable  limits  for  calibration 
verification  and  frequency  of  calibration 
verification;  and 

(B)  Using  calibration  materials 
appropriate  for — 

(1)  The  methodology  and,  if  possible, 
traceable  to  a  reference  method  or 
reference  material  of  known  value;  and 

(2)  Verifying  the  laboratory’s 
established  reportable  range  of  patient 
test  results,  which  must  include  at  least 
a  minimal  (or  zero)  value,  a  mid-point 
value,  and  a  maximum  value  at  the 
upper  limit  of  that  range;  and 

(C)  At  least  once  every  six  months 
and  whenever  any  of  the  following 
occur: 

(7)  A  complete  change  of  reagents  for 
a  procediire  is  introduced,  unless  the 
laboratory  can  demonstrate  that 
changing  reagent  lot  numbers  does  not 
affect  the  range  used  to  report  patient 
test  results,  and  control  values  are  not 
adversely  affected  by  reagent  lot 
number  changes. 

Note:  If  reagents  are  obtained  from  a 
manufacturer  and  all  of  the  reagents  for  a  test 
are  packaged  together,  the  laboratory  is  not 
required  to  perform  calibration  verification 
for  each  package  of  reagents,  provided  the 
packages  of  reagents  are  received  in  the 
same  shipment  and  contain  the  same  lot 
number; 

(2)  There  is  major  preventive 
maintenance  or  replacement  of  critical 
parts  that  may  influence  test 
performance: 

(2)  Controls  reflect  an  unusual  trend 
or  shift  or  are  outside  of  the  laboratory’s 
acceptable  limits  and  other  means  of 
assessing  and  correcting  unacceptable 
control  values  have  failed  to  identify 
and  correct  the  problem;  or 

[4)  The  laboratory’s  established 
schedule  for  verifying  the  reportable 
range  for  patient  test  results  requires 
more  frequent  calibration  verification 
than  specified  in  paragraphs 
(b)(2)(ii)(C)(J),  (2),  or  (3)  of  this  section: 
and 

(3)  Document  all  calibration  and 
calibration  verification  procedures 
performed. 
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§  403.1218  Standard;  Control  procaduraa. 

Control  procedures  are  performed  on 
a  routine  basis  to  monitor  the  stability 
of  the  method  or  test  system;  control 
and  calibration  materials  provide  a 
means  to  indirectly  assess  the  accuracy 
and  precision  of  patient  test  results. 
Control  procedures  must  be  performed 
as  defined  in  this  section  unless 
otherwise  specified  in  §  §  493.1223 
through  493.1285  of  this  subpart. 

(a)  For  each  method  cleared  by  the 
FDA  as  meeting  CLIA  requirements  for 
general  quality  control,  the  laboratory 
must,  at  a  minimum,  follow  the 
manufacturer’s  instructions  for  control 
procedures.  In  addition,  the  laboratory 
must  meet  the  requirements  under 
paragraphs  (c)  through  (e)  of  this  section 
and.  as  applicable,  paragraph  (f)  of  this 
section. 

(b)  For  each  method  that  is  developed 
in-house,  is  a  modification  of  the 
manufacturer's  test  procedure,  or  is  a 
method  that  has  not  been  cleared  by  the 
FDA  as  meeting  the  CLIA  requirements 
for  general  quality  control,  the 
laboratory  must  evaluate  instrument 
and  reagent  stability  and  operator 
variance  in  determining  the  number, 
type,  and  frequency  of  testing 
calibration  or  control  materials  and 
establish  criteria  for  acceptability  used 
to  m.onitor  test  performance  during  a  run 
of  patient  specimen(s].  A  run  is  an 
interval  within  which  the  accuracy  and 
precision  of  a  testing  system  is  expected 
to  be  stable,  but  cannot  be  greater  than 
24  hours.  For  each  procedure,  the 
laboratory  must  monitor  test 
performance  using  calibration  materials 
or  control  materials  or  a  combination 
thereof. 

(1)  For  qualitative  tests,  the  laboratory 
must  include  a  positive  and  negative 
control  with  each  run  of  patient 
specimens. 

(2)  For  quantitative  tests,  the 
laboratory  must  include  at  least  two 
samples  of  different  concentrations  of 
either  calibration  materials,  control 
materials,  or  a  combination  thereof  with 
the  frequency  determined  in 

§  493.1218(b).  but  not  less  h^quently 
than  once  each  run  of  patient  specimens. 

(3)  For  electrophoretic 
determinations — 

(i)  At  least  one  control  sample  must 
be  used  in  each  electrophoretic  cell;  and 

(ii)  The  control  sample  must  contain 
fractions  representative  of  those 
routinely  reported  in  patient  specimens. 

(4|  Each  day  of  use.  the  laboratory 
must  evaluate  the  detection  phase  of 
direct  antigen  systems  using  an 
appropriate  positive  and  negative 
control  material  (organism  or  antigen 
extract).  When  direct  antigen  systems 
include  an  extraction  phase,  the  system 


must  be  checked  each  day  of  use  using  a 
positive  organism. 

(5)  If  calibration  materials  and  control 
materials  are  not  available,  the 
laboratory  must  have  an  alternative 
mechanism  to  assure  the  validity  of 
patient  test  results. 

(c)  Control  samples  must  be  tested  in 
the  same  manner  as  patient  specimens. 

(d)  When  calibration  or  control 
materials  are  used,  statistical 
parameters  (e.g.,  mean  and  standard 
deviation)  for  each  lot  number  of 
calibration  material  and  each  lot  of 
control  material  must  be  determined 
through  repetitive  testing. 

(1)  The  stated  values  of  an  assayed 
control  material  may  be  used  as  the 
target  values  provided  the  stated  values 
correspond  to  the  methodology  and 
instrumentation  employed  by  the 
laboratory  and  are  verified  by  the 
laboratory. 

(2)  Statistical  parameters  for 
unassayed  materials  must  be 
established  over  time  by  the  laboratory 
through  concurrent  testing  with 
calibration  materials  or  control 
materials  having  previously  determined 
statistical  parameters. 

(e)  Control  results  must  meet  the 
laboratory’s  criteria  for  acceptability 
prior  to  reporting  patient  test  results. 

(f)  Reagent  and  supply  checks.  (1)  The 
laboratory  must  check  each  batch  or 
shipment  of  reagents,  discs,  stains, 
antisera  and  identification  systems 
(systems  using  two  or  more  substrates) 
when  prepared  or  opened  for  positive 
and  negative  reactivity,  as  well  as 
graded  reactivity  if  applicable. 

(2)  Each  day  of  use  (unless  otherwise 
specified  in  this  subpart),  the  laboratory 
must  test  staining  materials  for  intended 
reactivity  to  ensure  predictable  staining 
characteristics. 

(3)  The  laboratory  must  check 
fluorescent  stains  for  positive  and 
negative  reactivity  each  time  of  use 
(unless  otherwise  specified  in  this 
subpart). 

(4)  The  laboratory  must  check  each 
batch  or  shipment  of  media  for  sterility, 
if  it  is  intended  to  be  sterile,  and  sterility 
is  required  for  testing.  Media  must  also 
be  checked  for  its  ability  to  support 
growth,  and  as  appropriate,  selectivity/ 
inhibition  and/or  biochemical  response. 
The  laboratory  may  use  manufacturer’s 
control  checks  of  media  provided  the 
manufacturer’s  product  insert  specifies 
that  the  manufacturer’s  quality  control 
checks  meet  the  National  Committee  for 
Clinical  Laboratory  Standards  (NCCLS) 
for  media  quality  control.  The 
laboratory  must  document  that  the 
physical  characteristics  of  the  media  are 
not  compromised  and  report  any 
deterioration  in  the  media  to  the 


manufacturer.  The  laboratory  must 
follow  the  manufacturer’s  specifications 
for  using  the  media  and  be  responsible 
for  the  test  results. 

Note:  A  batch  of  media  (solid,  semi-solid, 
or  liquid)  consists  of  all  tubes,  plates,  or 
containers  of  the  same  medium  prepared  at 
the  same  time  and  in  the  same  laboratory;  or. 
if  received  from  an  outside  source  or 
commercial  supplier,  consists  of  all  of  the 
plates,  tubes  or  containers  of  the  same 
medium  that  have  the  same  lot  numbers  and 
are  received  in  a  single  shipment. 

§  493.1219  Standard;  Remedial  actiona. 

Remedial  action  policies  and 
procedures  must  be  established  by  the 
laboratory  and  applied  as  necessary  to 
maintain  the  laboratory’s  operation  for 
testing  patient  specimens  in  a  manner 
that  assures  accurate  and  reliable 
patient  test  results  and  reports.  The 
laboratory  must  document  all  remedial 
actions  taken  when — 

(a)  Test  systems  do  not  meet  the 
laboratory's  established  performance 
specifications,  as  determined  in 

§  493.1213  of  this  section,  which  include 
but  are  not  limited  to — 

(1)  Equipment  or  methodologies  that 
perform  outside  of  established  operating 
parameters  or  performance 
specifications; 

(2)  Patient  test  values  that  are  outside 
of  the  laboratory’s  reportable  range  of 
patient  test  results;  and 

(3)  The  determination  that  the 
laboratory’s  reference  range  for  a  test 
procedure  is  inappropriate  for  the 
laboratory’s  patient  population. 

(b)  Results  of  control  and  calibration 
materials  fail  to  meet  the  laboratory's 
established  criteria  for  acceptability.  All 
patient  test  results  obtained  in  the 
unacceptable  test  run  or  since  the  last 
acceptable  test  nm  must  be  evaluated  to 
determine  if  patient  test  results  have 
been  adversely  affected  and  the 
laboratory  must  take  the  remedial  action 
necessary  to  ensure  the  reporting  of 
accurate  and  reliable  patient  test 
results; 

(c)  The  laboratory  cannot  report 
patient  test  results  within  its  established 
time  frames.  The  laboratory  must 
determine,  based  on  the  urgency  of  the 
patient  test(s)  requested,  the  need  to 
notify  the  appropriate  individual  of  the 
delayed  testing;  and 

(d)  Errors  in  the  reported  patient  test 
results  are  detected.  The  laboratory 
must — 

(1)  Promptly  notify  the  authorized 
person  ordering  or  individual  utilizing 
the  test  results  of  reporting  errors; 

(2)  Issue  corrected  reports  promptly  to 
the  authorized  person  ordering  the  test 
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or  the  individual  utilizing  the  test 
results;  and 

(3)  Maintain  exact  duplicates  of  the 
original  report  as  well  as  the  corrected 
report  for  two  years. 

§  493.1221  Standard:  Quatity  control 
records. 

The  laboratory  must  document  and 
maintain  records  of  all  quality  control 
activities  speciHed  in  §  §  493.1202 
through  493.1285  of  this  subpart  and 
retain  records  for  at  least  two  years. 
Immunohematology  quality  control 
records  must  be  maintained  for  a  period 
of  no  less  than  five  years.  In  addition, 
quality  control  records  for  blood  and 
blood  products  must  be  maintained  for  a 
period  not  less  than  five  years  after 
processing  records  have  been 
completed,  or  six  months  after  the  latest 
expiration  date,  whichever  is  the  later 
date,  in  accordance  with  21  CFR 
606.160(d). 

§  493.1223  Condition:  Quality  control— 
specialties  and  subspecialties  for  tests  of 
moderate  or  high  complexity,  or  both. 

The  laboratory  must  establish  and 
follow  written  policies  and  procedures 
for  an  acceptable  quality  control 
program  that  include  verification  and 
assessment  of  accuracy,  measurement  of 
precision  and  detection  of  error  for  all 
analyses  and  procedures  performed  by 
the  laboratory.  In  addition  to  the  general 
requirements  specified  in  §  §  493.1201 
through  493.1221  of  this  subpart,  the 
laboratory  must  meet  the  applicable 
requirements  of  §  §  493.1225  through 
493.1285  unless  HCFA  approves  an 
equivalent  procedure  specified  in 
appendix  C  of  the  State  Operations 
Manual  (HCFA  Pub.  7).  However, 
effective  September  1, 1994,  a  laboratory 
that  performs  tests  of  moderate  or  high 
complexity,  or  both,  as  applicable,  will 
be  in  compliance  with  this  section  if  it — 

(a)  Meets  quality  control  requirements 
specified  in  this  subpart;  or 

(b)  Follows  manufacturer’s 
instructions  when  using  products 
(instruments,  kits,  or  test  systems] 
cleared  by  FDA  as  meeting  the  CUA 
requirements  for  general  quality  control 
as  well  as  specialty  and  subspecialty 
quality  control. 

Failure  to  meet  any  of  the  applicable 
conditions  in  §  S  493.1225  through 
493.1285  will  result  in  intermediate 
sanctions,  loss  of  Medicare  or  Medicaid 
approval,  and/or  revocation  of  CLIA 
certification  for  the  entire  specialty  or 
subspecialty  to  which  the  condition 
applies,  in  accordance  with  subpart  R  of 
this  part. 

§  493.1225  Condition:  Microbiology. 

I  The  laboratory  must  meet  the 

I  applicable  quality  control  requirements 


in  §  §  493.1201  through  493.1221  and  in 
§  §  493.1227  through  493.1235  of  this 
subpart  for  the  subspecialties  for  which 
it  is  certified  under  the  specialty  of 
microbiology. 

§  493.1227  Condition:  Bacteriology. 

To  meet  the  quality  control 
requirements  for  bacteriology,  the 
laboratory  must  comply  with  the 
applicable  requirements  in  §  §  493.1201 
through  493.1221  and  with  paragraphs 

(a)  through  (c)  of  this  section.  All  quality 
control  activities  must  be  documented. 

(a)  The  laboratory  must  check  positive 
and  negative  reactivity  with  control 
organisms — 

(1)  Each  day  of  use  for  catalase, 
coagulase,  beta-lactamase,  and  oxidase 
reagents  and  DNA  probes: 

(2)  Each  week  of  use  for  Gram  and 
acid-fast  stains,  bacitracin,  optochin, 
ONPG,  X,  and  V  discs  or  strips;  and 

(3)  Each  month  of  use  for  antisera. 

(b)  Each  week  of  use,  the  laboratory 
must  check  XV  discs  or  strips  with  a 
positive  control  organism. 

(c)  For  antimicrobial  susceptibility 
tests,  the  laboratory  must  check  each 
new  batch  of  media  and  each  lot  of 
antimicrobial  discs  before,  or  concurrent 
with,  initial  use,  using  approved 
reference  organisms. 

(1)  The  laboratory's  zone  sizes  or 
minimum  inhibitory  concentration  for 
reference  organisms  must  be  within 
established  limits  before  reporting 
patient  results. 

(2)  Each  day  tests  are  performed,  the 
laboratory  must  use  the  appropriate 
control  organism(s]  to  check  the 
procedure. 

§  493.1229  Condition:  Mycobacterioiogy. 

To  meet  the  quality  control 
requirements  for  mycobacterioiogy,  the 
laboratory  must  comply  with  the 
applicable  requirements  in  §  §  493.1201 
through  493.1221  of  this  subpart  and 
with  paragraphs  (a)  through  (d)  of  this 
section.  All  quality  control  activities 
must  be  documented. 

(a)  Each  day  of  use,  the  laboratory 
must  check  the  iron  uptake  test  with  at 
least  one  acid-fast  organism  that 
produces  a  positive  reaction  and  with  an 
organism  that  produces  a  negative 
reaction  and  check  all  other  reagents  or 
test  procedures  used  for  mycobacteria 
identification  with  at  least  one  acid-fast 
organism  that  produces  a  positive 
reaction. 

(b)  The  laboratory  must  check 
fluorochrome  acid-fast  stains  for 
positive  and  negative  reactivity  each 
week  of  use. 

(c)  The  laboratory  must  check  acid- 
fast  stains  each  week  of  use  with  an 


acid-fast  organism  that  produces  a 
positive  reaction. 

(d)  For  susceptibility  tests  performed 
on  Mycobacterium  tuberculosis  isolates, 
the  laboratory  must  check  the  procedure 
each  week  of  use  with  a  strain  of 
Mycobacterium  tuberculosis  susceptible 
to  all  antimycobacterial  agents  tested. 

§  493.1231  Condition:  Mycology. 

To  meet  the  quality  control 
requirements  for  mycology,  the 
laboratory  must  comply  with  the 
applicable  requirements  in  §  §  493.1201 
through  493.1221  of  this  subpart  and 
with  paragraphs  (a)  through  (d)  of  this 
section.  All  quality  control  activities 
must  be  documented. 

(a)  Each  day  of  use,  the  laboratory 
using  the  auxanographic  medium  for 
nitrate  assimilation  must  check  the 
nitrate  reagent  with  a  peptone  control. 

(b)  Each  week  of  use,  the  laboratory 
must  check  all  reagents  used  with 
biochemical  tests  and  other  test 
procedures  for  mycological 
identification  with  an  organism  that 
produces  a  positive  reaction. 

(c)  Each  week  of  use,  the  laboratory 
must  check  acid-fast  stains  for  positive 
and  negative  reactivity. 

(d)  For  susceptibility  tests,  the 
laboratory  must  test  each  drug  each  day 
of  use  with  at  least  one  control  strain 
that  is  susceptible  to  the  drug.  The 
laboratory  must  establish  control  limits. 
Criteria  for  acceptable  control  results 
must  be  met  prior  to  reporting  patient 
results. 

§  493.1233  Condition:  Parasitology. 

To  meet  the  quality  control 
requirements  for  parasitology,  the 
laboratory  must  comply  with  the 
applicable  requirements  of  §§  493.1201 
through  493.1221  of  this  subpart  and 
with  paragraphs  (a)  through  (c)  of  this 
section.  All  quality  control  activities 
must  be  documented. 

(a)  The  laboratory  must  have 
available  a  reference  collection  of  slides 
or  photographs,  and,  if  available,  gross 
specimens  for  identification  of  parasites 
and  use  these  references  in  the 
laboratory  for  appropriate  comparison 
with  diagnostic  specimens. 

(b)  The  laboratory  must  calibrate  and 
use  the  calibrated  ocular  micrometer  for 
determining  the  size  of  ova  and 
parasites,  if  size  is  a  critical  parameter. 

(c)  Each  month  of  use,  the  laboratory 
must  check  permanent  stains  using  a 
fecal  sample  control  that  will 
demonstrate  staining  characteristics. 

§  493.1235  Condition:  Virology. 

To  meet  the  quality  control 
requirements  for  virology,  the  laboratory 
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must  comply  with  the  applicable 
requirements  in  §  §  493.1201  through 
493.1221  of  this  subpart  and  with 
paragraphs  (a)  through  (c)  of  this 
section.  All  quality  control  activities 
must  be  documented. 

(a)  The  laboratory  must  have 
available  host  systems  for  the  isolation 
of  viruses  and  test  methods  for  the 
identibcation  of  viruses  that  cover  the 
entire  range  of  viruses  that  are 
etiologically  related  to  clinical  diseases 
for  which  services  are  offered. 

(b)  The  laboratory  must  maintain 
records  that  reflect  the  systems  used 
and  the  reactions  observed. 

(c)  In  tests  for  the  identibcation  of 
viruses,  the  laboratory  must 
simultaneously  culture  uninoculated 
cells  or  cell  substrate  controls  as  a 
negative  control  to  detect  erroneous 
identification  results. 

§  493.1237  Condition:  Diagnostic 
immunology. 

The  laboratory  must  meet  the 
applicable  quality  control  requirements 
in  §  §  493.1201  through  493.1221  and 
§  §  493.1239  through  493.1241  of  this 
subpart  for  the  subspecialties  for  which 
it  is  certified  under  the  specialty  of 
diagnostic  immunology. 

§  493. 1 239  Condition:  Syphilis  serology. 

To  meet  the  quality  control 
requirements  for  syphilis  serology,  the 
laboratory  must  comply  with  the 
applicable  requirements  in  §  §  493.1201 
through  493.1221  of  this  subpart  and 
with  paragraphs  (a)  through  (e)  of  this 
section.  All  quality  control  activities 
must  be  documented. 

(a)  For  laboratories  performing 
syphilis  testing,  the  equipment, 
glassware,  reagents,  controls,  and 
techniques  for  tests  for  syphilis  must 
conform  to  manufacturers’ 
specifications. 

(b)  The  laboratory  must  run  serologic 
tests  on  patient  specimens  concurrently 
with  a  positive  serum  control  of  known 
titer  or  controls  of  graded  reactivity  plus 
a  negative  control. 

(c)  The  laboratory  must  employ 
positive  and  negative  controls  that 
evaluate  all  phases  of  the  test  system  to 
ensure  reactivity  and  uniform  dosages. 

(d)  The  laboratory  may  not  report  test 
results  unless  the  predetermined 
reactivity  pattern  of  the  controls  is 
observed. 

(e)  All  facilities  manufacturing  blood 
and  blood  products  for  transfusion  or 
serving  as  referral  laboratories  for  these 
facilities  must  meet  the  syphilis  serology 
testing  requirements  of  21  CFR  640.5(a). 


§493.1241  Condition:  General 
Immunology. 

To  meet  the  quality  control 
requirements  for  general  immunology, 
the  laboratory  must  comply  with  the 
applicable  requirements  in  §  §  493.1201 
through  493.1221  of  this  subpart  and 
with  paragraphs  (a)  through  (d)  of  this 
section.  All  quality  control  activities 
must  be  documented. 

(a)  The  laboratory  must  run  serologic 
tests  on  patient  specimens  concurrently 
with  a  positive  serum  control  of  known 
titer  or  controls  of  graded  reactivity,  if 
applicable,  plus  a  negative  control. 

(b)  The  laboratory  must  employ 
controls  that  evaluate  all  phases  of  the 
test  system  (antigens,  complement, 
erythrocyte  indicator  systems,  etc.)  to 
ensure  reactivity  and  uniform  dosages 
when  positive  and  negative  controls 
alone  are  not  sufficient. 

(c)  The  laboratory  may  not  report  test 
results  unless  the  predetermined 
reactivity  pattern  of  the  controls  is 
observed. 

(d)  All  facilities  manufacturing  blood 
and  blood  products  for  transfusion  or 
serving  as  referral  laboratories  for  these 
facilities  must  meet — 

(1)  The  HIV  testing  requirements  of  21 
CFR  610.45:  and 

(2)  Hepatitis  testing  requirements  of 
21  CFR  610.40. 

§  493.1243  Condition:  Chemistry. 

The  laboratory  must  meet  the 
applicable  quality  control  requirements 
in  §  §  493.1201  through  493.1221  and 
§§  493.1245  through  493.1249  of  this 
subpart  for  the  subspecialties  for  which 
it  is  certified  under  Uie  specialty  of 
chemistry. 

§  493.1245  Condition:  Routine  chemistry. 

To  meet  the  quality  control 
requirements  for  routine  chemistry,  the 
laboratory  must  comply  with  the 
applicable  requirements  in  §§  493.1201 
through  493.1221.  All  quality  control 
activities  must  be  documented.  In 
addition,  for  blood  gas  analyses,  the 
laboratory  must — 

(a)  Calibrate  or  verify  calibration 
according  to  the  manufacturer's 
specifications  and  with  at  least  the 
frequency  recommended  by  the 
manufacturer, 

(b)  Test  one  sample  of  control 
material  each  eight  hours  of  testing; 

(c)  Use  a  combination  of  calibrators 
and  control  materials  that  include  both 
low  and  high  values  on  each  day  of 
testing;  and 

(d)  Include  one  sample  of  calibration 
material  or  control  material  each  time 
patients  are  tested  unless  automated 
instrumentation  internally  verifies 
calibration  at  least  every  thirty  minutes. 


§  493.1247  Condition:  Endocrinology. 

To  meet  the  quality  control 
requirements  for  endocrinology,  the 
laboratory  must  comply  with  the 
applicable  requirements  contained  in 
§§  493.1201  through  493.1221  of  this 
subpart.  All  quality  control  activities 
must  be  documented. 

§  493.1249  Condition:  Toxicology. 

To  meet  the  quality  control 
requirements  for  toxicology,  the 
laboratory  must  comply  with  the 
applicable  requirements  in  §  §  493.1201 
through  493.1221  of  this  subpart.  All 
quality  control  activities  must  be 
documented.  In  addition,  for  drug  abuse 
screening  using  thin  layer 
chromatography — 

(a)  Each  plate  must  be  spotted  with  at 
least  one  sample  of  calibration  material 
containing  all  drug  groups  identified  by 
thin  layer  chromatography  which  the 
laboratory  reports;  and 

(b)  At  least  one  control  sample  must 
be  included  in  each  chamber,  and  the 
control  sample  must  be  processed 
through  each  step  of  patient  testing, 
including  extraction  procedures. 

§  493.1253  Condition:  Hematology. 

To  meet  the  quality  control  ' 

requirements  for  hematology,  the 
laboratory  must  comply  with  the 
applicable  requirements  in  §  §  493.1201 
through  493.1221  of  this  subpart  and 
with  paragraphs  (a)  through  (d)  of  this 
section.  All  quality  control  activities 
must  be  documented. 

(a)  For  automated  hematology  testing 
systems,  excluding  coagulation,  the 
laboratory  must  include  two  levels  of 
controls  each  eight  hours  of  operation. 

(b)  Cell  counts  performed  manually 
using  a  hemocytometer  must  be  tested  in 
duplicate.  One  control  is  required  for 
each  eight  hours  of  operation. 

(c)  For  all  automated  coagulation 
testing  systems,  the  laboratory  must 
include  two  levels  of  control  each  eight 
hours  of  operation  and  each  time  a 
change  in  reagents  occurs. 

(d)  For  manual  coagulation  tests — 

(1)  Each  individual  performing  tests 
must  test  two  levels  of  controls  before 
testing  patient  samples  and  each  time  a 
change  in  reagents  occurs;  and 

(2)  Patient  and  control  specimens 
must  be  tested  in  duplicate. 

§  493.1255  Condition:  Pathology. 

The  laboratory  must  meet  the 
applicable  quality  control  requirements 
in  §§  493.1201  through  493.1221  and 
§§  493.1257  through  493.1261  of  this 
subpart  for  the  subspecialties  for  which 
it  is  certified  under  the  specialty  of 
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pathology.  All  quality  control  activities 
must  be  documented. 

§  493.1 257  Condition:  Cytology. 

To  meet  the  quality  control 
requirements  for  cytology,  the 
lal^ratory  must  comply  with  the 
applicable  requirements  in  §§  493.1201 
through  493.1221  of  this  subpart  and 
paragraphs  (a)  through  (g)  of  this 
section. 

(a)  The  laboratory  must  assure,  that — 

(1)  All  gynecologic  smears  are  stained 
using  a  Papanicolaou  or  modified 
Papanicolaou  staining  method; 

(2)  Effective  measures  are  taken  to 
prevent  cross-contamination  between 
gynecologic  and  nongynecologic 
specimens  during  the  staining  process; 

(3)  Nongynecologic  specimens  that 
have  a  hi^  potential  for  cross- 
contamination  are  stained  separately 
from  other  nongynecologic  specimens, 
and  the  stains  are  filtered  or  changed 
following  staining; 

(4)  Diagnostic  interpretations  are  not 
reported  on  unsatisfactory  smears;  and 

(5)  All  cytology  slide  preparations  are 
evaluated  on  the  premises. 

(b)  The  laboratory  ia  responsible  for 
ensuring  that — 

(1)  Each  individual  engaged  in  the 
evaluation  of  cytology  preparations  by 
nonautomated  microscopic  technique 
examines  no  more  than  100  slides 
(gynecologic  or  nongynecologic.  or  both) 
in  a  24  hour  period,  irrespective  of  the 
site  or  laboratory.  This  limit  represents 
an  absolute  maximum  number  of  slides 
and  is  not  to  be  employed  as  a 
performance  target  for  each  individual. 
Previously  examined  reactive, 
reparative,  atypical,  premalignant  or 
malignant  gynecologic  cases  as  detined 
in  paragraph  (c)(1)  ^  this  section, 
previously  examined  nongynecologic 
cytology  preparations,  and  tissue 
pathology  slides  examined  by  a 
technical  supervisor  qualiHed  under 

§§  493.1449  (b)  or  (k)  are  not  included  in 
the  100  slide  limit  (For  this  section,  all 
references  to  technical  supervisor  refer 
to  individuals  qualified  under 
§§  493.1449  (b)  and  (k).); 

(2)  For  purposes  of  workload 
calculations,  each  slide  preparation 
(gynecologic  or  nongynecologic)  made 
using  automated,  semi-automated,  or 
other  liquid-based  slide  preparatory 
techniques  which  result  in  cell 
dispersion  over  one-half  or  less  of  the 
total  available  slide  area  and  which  is 
examined  by  nonautomated  microscopic 
technique  counts  as  one-half  slide. 

(3)  Records  are  maintained  of  the  total 
number  of  slides  examined  by  each 
individual  during  each  24  hour  period, 
irrespective  of  the  site  or  laboratory, 
and  the  number  of  hours  each  individual 


spends  examining  slides  in  the  24  hour 
period; 

(i)  The  maximum  number  of  100  slides 
described  in  paragraph  (b)(1)  of  this 
section  is  examined  in  no  less  than  an  8 
hour  workday; 

(ii)  For  the  purposes  of  establishing 
workload  limits  for  individuals 
examining  slides  by  nonautomated 
microscopic  technique  on  other  than  an 
8  hour  workday  basis  (includes  full-time 
employees  with  duties  other  than  slide 
examination  and  part-time  employees], 
a  period  of  8  hours  must  be  used  to 
prorate  the  number  of  slides  that  may  be 
examined.  Use  the  formula — 

No.  of  hours  examining  slides  X 100 

8 


to  determine  maximum  slide  volume  to  be 
examined. 

(c)  The  individual  qualified  under 
§  §  493.1449  (b)  or  (k)  who  provides 
technical  supervision  of  cytology  must 
ensure  that — 

(1)  All  gynecologic  smears  interpreted 
to  be  showing  reactive  or  reparative 
changes,  atypical  squamous  or  glandular 
cells  of  undetermined  significance,  or  to 
be  in  the  premalignant  (dysplasia, 
cervical  intraepithelial  neoplasia  or  all 
squamous  intraepithelial  lesions 
including  human  papillomavirus- 
associated  changes)  or  malignant 
category  are  confirmed  by  a  technical 
supervisor  in  cytology.  The  report  must 
be  signed  to  reflect  die  review  or,  if  a 
computer  report  is  generated  with 
signature,  it  must  reflect  an  electronic 
signature  authorized  by  the  technical 
supervisor  in  cytology: 

(2)  All  nongynecologic  cytologic 
preparations  are  reviewed  by  the 
technical  supervisor  in  cytology.  The 
report  must  be  signed  to  reflect 
technical  supervisory  review  or,  if  a 
computer  report  is  generated  with 
signature,  it  must  reflect  an  electronic 
signature  authorized  by  die  technical 
supervisor 

(3)  The  slide  examination 
performance  of  each  cytotechnologist  is 
evaluated  and  documented,  including 
performance  evaluation  through  the  re¬ 
examination  of  normal  and  negative 
cases  and  feedback  on  the  reactive, 
reparative,  atypical,  malignant  or 
premalignant  cases  as  defined  in 
paragraph  (c)(1)  of  this  section;  and 

(4)  A  maximum  number  of  slides,  not 
to  exceed  the  maximum  workload  limit 
described  in  paragraph  (b)  of  this 
section  is  established  by  the  technical 
supervisor  for  each  individual 
examining  slide  preparations  by 
nonautomated  microscopic  technique. 


(i)  The  actual  workload  limit  must  be 
documented  for  each  individual  and 
established  in  accordance  with  the 
individual's  capability  based  on  the 
performance  evaluation  as  described  in 
paragraph  (c)(3)  of  this  section. 

(ii)  Records  are  available  to  document 
that  each  individual’s  workload  limit  is 
reassessed  at  least  every  8  months  and 
adjusted  when  necessary. 

(d)  The  laboratory  must  establish  and 
follow  a  program  designed  to  detect 
errors  in  the  performance  of  cytologic 
examinations  and  the  reporting  of 
results. 

(1)  The  laboratory  must  establish  a 
program  that  includes  a  review  of  slides 
from  at  least  10  percent  of  the 
gynecologic  cases  interpreted  to  be 
negative  for  reactive,  reparative, 
atypical,  premalignant  or  malignant 
conditions  as  defined  in  paragraph  (c)(1) 
of  this  section  that  are  examined  by 
each  individual  not  qualified  under 
S§  493.1449  (b)  or  (k).  This  review  must 
be  done  by  a  techi^cal  supervisor  in 
cytology,  a  cytology  gene^  supervisor 
qualified  un^r  S  493.1469,  or  a 
cytotechnologist  qualified  under 
§  493.1483  who  has  the  experience 
specified  in  §  493.1469(b)(2). 

(1)  The  review  must  include  negative 
cases  selected  at  random  fivm  the  total 
caseload  and  from  patients  or  groups  of 
patients  that  are  identified  as  having  a 
high  probability  of  developing  cervical 
cancer,  based  on  available  patient 
information; 

(ii)  Records  of  initial  examinations 
and  rescreening  results  must  be 
available;  and 

(iii)  The  review  must  be  completed 
before  reporting  patient  results  on  those 
cases  selected. 

(2)  The  laboratory  must  compare 
clinical  information,  when  available, 
with  cytology  reports  and  must  compare 
all  malignant  and  premalignant  (as 
defined  in  paragraph  (c)(1)  of  this 
section)  gynecology  reports  with  the 
histopathology  report,  if  available  in  the 
laboratory  (either  on-site  or  in  storage), 
and  determine  the  causes  of  any 
discrepancies. 

(3)  For  each  patient  with  a  current 
high  grade  or  above  intraepithelial 
lesion  (moderate  dysplasia  or  CIN-2  or 
above),  the  laboratory  must  review  all 
normal  or  negative  gynecologic 
specimens  received  within  the  previous 
five  years,  if  available  in  the  laboratory 
(either  on-site  or  in  storage).  If 
significant  discrepancies  are  found  that 
would  affect  patient  care,  the  laboratory 
must  notify  the  patient's  physician  and 
issue  an  amended  report. 

(4)  The  laboratory  must  establish  and 
document  an  annual  statistical 


7170  Federal  Register  /  Vol.  57.  No.  40  /  Friday,  February  28,  1992  /  Rules  and  Regulations 


evaluation  of  the  number  of  cytology 
cases  examined,  number  of  specimens 
processed  by  specimen  type,  volume  of 
patient  cases  reported  by  diagnosis 
(including  the  number  reported  as 
unsatisfactory  for  diagnostic 
interpretation],  number  of  gynecologic 
cases  where  cytology  and  available 
histology  are  discrepant,  the  number  of 
gynecologic  cases  where  any  rescreen  of 
a  normal  or  negative  specimen  results  in 
reclassification  as  malignant  or 
premalignant,  as  defined  in  paragraph 

(c)(1)  of  the  section,  and  the  number  of 
gynecologic  cases  for  which  histology 
results  were  unavailable  to  compare 
with  malignant  or  premalignant  cytology 
cases  as  defined  in  paragraph  (c)(1)  of 
this  section. 

(5)  The  laboratory  must  evaluate  the 
case  reviews  of  each  individual 
examining  slides  against  the 
laboratory's  overall  statistical  values, 
document  any  discrepancies,  including 
reasons  for  the  deviation,  and  document 
corrective  action,  if  appropriate. 

(e)  The  laboratory  report  must — 

(1)  Clearly  distinguish  specimens  or 
smears,  or  both,  that  eire  unsatisfactory 
for  diagnostic  interpretation;  and 

(2)  Contain  narrative  descriptive 
nomenclature  for  all  results. 

(fj  Corrected  reports  issued  by  the 
laboratory  must  indicate  the  basis  for 
correction. 

(g)  The  laboratory  must  retain  all  slide 
preparations  for  five  years  from  the  date 
of  examination,  or  slides  may  be  loaned 
to  proHciency  testing  programs,  in  lieu 
of  maintaining  them  for  this  time  period, 
provided  the  laboratory  receives  written 
acknowledgment  of  the  receipt  of  slides 
by  the  proficiency  testing  program  and 
maintains  the  acluiowledgment  to 
document  the  loan  of  such  slides. 
Documentation  for  slides  loaned  or 
referred  for  purposes  other  than 
proficiency  testing  must  also  be 
maintained.  All  slides  must  be 
retrievable  upon  request. 

§  493.1259  Condition:  Hiatopathoiogy. 

To  meet  the  quality  control 
requirements  for  histopathology,  a 
laboratory  must  comply  with  ^e 
applicable  requirements  in  §§  493.1201 
through  493.1221  of  this  subpart  and 
paragraphs  (a)  through  (e)  of  this 
section.  All  quality  control  activities 
must  be  documented. 

(a)  A  control  slide  of  known  reactivity 
must  be  included  with  each  slide  or 
group  of  slides  for  differential  or  special 
stains.  Reaction(s)  of  the  control  slide 
with  each  special  stain  must  be 
documented. 

(b)  The  laboratory  must  retain  stained 
slides  at  least  ten  years  from  the  date  of 
examination  and  retain  specimen  blocks 


at  least  two  years  from  the  date  of 
examination. 

(c)  The  laboratory  must  retain 
remnants  of  tissue  specimens  in  a 
manner  that  assures  proper  preservation 
of  the  tissue  specimens  until  the 
portions  submitted  for  microscopic 
examination  have  been  examined  and  a 
diagnosis  made  by  an  individual 
qualified  under  §  493.1449(b]  or 

S  493.1449(1)(1)  of  this  part.  In  addition, 
an  individual  who  meets  the 
requirements  of  §  493.1449(b), 

§  493.1449(1)(1)  or  §  493.1449(1)(2),  may 
examine  and  provide  reports  for 
specimens  for  skin  pathology;  an 
individual  meeting  the  requirements  of 
§  493.1449(b)  or  §  493.1449(1)(3)  may 
examine  and  provide  reports  for 
ophthalmic  pathology;  an  individual 
meeting  the  requirements  of 
S  493.1449(b)  or  §  493.1449(m]  may 
examine  and  provide  reports  for  oral 
pathology  specimens. 

(d)  All  tissue  pathology  reports  must 
be  signed  by  an  individual  qualified  as 
specified  in  paragraph  (c)  of  the  section. 
If  a  computer  report  is  generated  with 
an  electronic  signature,  it  must  be 
authorized  by  the  individual  qualified  as 
specified  in  paragraph  (c)  of  this  section. 

(e)  The  laboratory  must  utilize 
acceptable  terminology  of  a  recognized 
system  of  disease  nomenclature  in 
reporting  results. 

§  493.1261  Condition:  Oral  pathology. 

To  meet  the  quality  control 
requirements  for  oral  pathology,  the 
laboratory  must  comply  with  the 
applicable  requirements  in  §  §  493.1201 
through  493.1221  and  §  493.1259  of  this 
subpart.  All  quality  control  activities 
must  be  documented. 

§  493.1263  Condition:  Radlobioaaaay. 

To  meet  quality  control  requirements 
for  radiobioassay,  the  laboratory  must 
comply  with  the  applicable 
requirements  of  §  §  493.1201  through 
493.1221  of  this  subpart.  All  quality 
control  activities  must  be  documented. 

§  493.1265  Condition:  Histocompatibility. 

In  addition  to  meeting  the  applicable 
requirements  for  general  quality  control 
in  §  §  493.1201  through  493.1221,  for 
quality  control  for  general  immunology 
in  §  493.1241  of  this  subpart  and  for 
immunohematology  in  §  493.1269  of  this 
subpart,  the  laboratory  must  comply 
with  the  applicable  requirements  in 
paragraphs  (a)  through  (d)  of  this 
section.  All  quality  control  activities 
must  be  documented. 

(a)  For  renal  allotransplantation,  the 
laboratory  must  meet  the  following 
requirements: 


(1)  The  laboratory  must  have 
available  and  follow  criteria  for — 

(1)  Selecting  appropriate  patient  serum 
samples  for  crossmatching; 

(ii)  The  technique  used  in 
crossmatching; 

(iii)  Preparation  of  donor  lymphocytes 
for  crossmatching;  and 

(iv)  Reporting  crossmatch  results; 

(2)  The  laboratory  must — 

(i)  Have  available  results  of  final 
crossmatches  before  an  organ  or  tissue 
is  transplanted;  and 

(ii)  Make  a  reasonable  attempt  and 
document  efforts  to  have  available 
serum  specimens  for  all  potential 
transplant  recipients  at  initial  typing,  for 
periodic  screening,  for  pre¬ 
transplantation  crossmatch  and 
following  sensitizing  events,  such  as 
transfusion  and  transplant  loss; 

(3)  The  laboratory’s  storage  and 
maintenance  of  both  recipient  sera  and 
reagents  must — 

(i)  Be  at  an  acceptable  temperature 
range  for  sera  and  components; 

(ii)  Use  a  temperature  alarm  system 
and  have  an  emergency  plan  for 
alternate  storage;  and 

(iii)  Ensure  that  all  specimens  are 
properly  identified  and  easily 
retrievable; 

(4)  The  laboratory’s  reagent  typing 
sera  inventory  (applicable  only  to 
locally  constructed  trays)  must  indicate 
source,  bleeding  date  and  identification 
number,  and  volume  remaining; 

(5)  The  laboratory  must  properly  label 
and  store  cells,  complement,  buffer, 
dyes,  etc.; 

(6)  The  laboratory  must — 

(i)  HLA  type  all  potential  transplant 
recipients; 

(ii)  Type  cells  from  organ  donors 
referred  to  the  laboratory;  and 

(iii)  Have  available  and  follow  a 
policy  that  establishes  when  antigen 
redefinition  and  retyping  are  required; 

(7)  The  laboratory  must  have 
available  and  follow  criteria  for — 

(i)  The  preparation  of  lymphocytes  for 
HLA-A,  B  and  DR  typing; 

(ii)  Selecting  typing  reagents,  whether 
locally  or  commercially  prepared; 

(iii)  The  assignment  of  HLA  antigens; 
and 

(iv)  Assuring  that  reagents  used  for 
typing  recipients  and  donors  are 
adequate  to  define  all  major  and 
International  Workshop  HIA-A,B  and 
DR  specificities  for  which  reagents  are 
readily  available; 

(8)  TTie  laboratory  must — 

(i)  Screen  potential  transplant 
recipient  sera  for  preformed  HIA-A  and 
B  antibodies  with  a  suitable  lymphocyte 
panel  on  sera  collected; 
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(A)  At  the  time  of  the  recipient's 
initial  HLA  typing;  and 

(B)  Thereafter,  following  sensitizing 
events  and  upon  request;  and 

(ii)  Use  a  suitable  cell  panel  for 
screening  patient  sera  (antibody  screen), 
a  screen  that  contains  all  the  major  HLA 
speciHcities  and  common  splits — 

(A)  If  the  laboratory  does  not  use 
commercial  panels,  it  must  maintain  a 
list  of  individuals  for  fresh  panel 
bleeding;  and 

(B)  If  the  laboratory  uses  frozen  • 
panels,  it  must  have  a  suitable  storage 
system; 

(9)  The  laboratory  must  check — 

(i)  Each  typing  tray  using — 

(A)  Positive  control  sera; 

(B)  Negative  control  sera;  and 

(C)  Positive  controls  for  speciBc  cell 
types  when  applicable  (i.e.,  T  cells,  B 
cells,  and  monocytes);  and 

(ii)  Each  compatibility  test  (i.e.  mixed 
lymphocyte  cultures,  homozygous  typing 
cells  or  DNA  analysis)  and  typing  for 
disease-associated  antigens  using 
controls  to  monitor  the  test  components 
and  each  phase  of  the  test  system  to 
ensure  an  acceptable  performance  level; 

(10)  Compatibility  testing  for 
celiularly-deHned  antigens  must  utilize 
techniques  such  as  the  mixed 
lymphocyte  culture  test,  homozygous 
typing  cells  or  DNA  analysis; 

(11)  If  the  laboratory  reports  the 
recipient's  or  donor’s,  or  both,  ABO 
blood  group  and  D(Rho)  typing,  the 
testing  must  be  performed  in  accordance 
with  §  493.1269  of  this  subpart; 

(12)  If  the  laboratory  utilizes 
immunologic  reagents  (such  as 
antibodies  or  complement)  to  remove 
contaminating  cells  during  the  isolation 
of  lymphocytes  or  lymphocyte  subsets, 
the  efficacy  of  the  methods  must  be 
verified  with  appropriate  quality  control 
procedures; 

(13)  At  least  once  each  month,  the 
laboratory  must  have  each  individual 
performing  tests  evaluate  a  previously 
tested  specimen  as  an  unknown  to 
verify  his  or  her  ability  to  reproduce  test 
results.  Records  of  the  results  for  each 
individual  must  be  maintained;  and 

(14)  The  laboratory  must  participate  in 
at  least  one  national  or  regional  cell 
exchange  program,  if  available,  or 
develop  an  exchange  system  with 
another  laboratory  in  order  to  validate 
inter-laboratory  reproducibility. 

(b)  If  the  laboratory  performs 
histocompatibility  testing  for — 

(1)  Transfusions  and  other  non-renal 
transplantation,  excluding  bone  marrow 
and  living  transplants,  all  the 
requirements  specified  in  this  section,  as 
applicable,  except  for  the  performance 
of  mixed  lymphocyte  cultures  must  be 
met; 


(2)  Bone  marrow  transplantation  and 
living  transplants,  all  the  requirements 
specified  in  this  section,  including  the 
performance  of  mixed  lymphocyte 
cultures  or  other  augmented  testing  to 
evaluate  class  II  compatibility,  must  be 
met;  and 

(3)  Non-renal  solid  organ 
transplantation,  the  results  of  final 
crossmatches  must  be  available  before 
transplantation  when  the  recipient  has 
demonstrated  presensitization  by  prior 
serum  screening  except  for  emergency 
situations.  The  laboratory  must 
document  the  circumstances,  if  known, 
under  which  emergency  transplants  are 
performed,  and  records  must  reflect  any 
information  concerning  the  transplant 
provided  to  the  laboratory  by  the 
patient's  physician. 

(c)  Laboratories  performing  HLA 
ty'ping  for  disease-associated  studies  or 
parentage  testing  must  meet  all  the 
requirements  specified  in  this  section 
except  for  the  performance  of  mixed 
lymphocyte  cultures,  antibody  screening 
and  crossmatching. 

(d)  For  laboratories  performing  organ 
donor  HIV  testing  the  requirements  of 
§  493.1241  of  this  subpart  for  the 
transfusion  of  blood  and  blood  products 
must  be  met. 

§493.1267  Condition:  Clinical 
cytogenetics. 

To  meet  the  quality  control 
requirements  for  clinical  cytogenetics, 
the  laboratory  must  comply  with  the 
applicable  requirements  of  §  §  493.1201 
through  493.1221  of  this  subpart  and 
with  paragraphs  (a)  through  (d)  of  this 
section.  All  quality  control  activities 
must  be  documented. 

(a)  When  determination  of  sex  is 
performed  by  X  and  Y  chromatin  counts, 
these  counts  must  be  based  on  an 
examination  of  an  adequate  number  of 
cells.  Confirmatory  testing  such  as  full 
chromosome  analysis  must  be 
performed  for  ail  atypical  results. 

(b)  The  laboratory  must  have  records 
that  reflect  the  media  used  and 
document  the  reactions  observed, 
number  of  ceils  counted,  the  number  of 
cells  karyotyped,  the  number  of 
chromosomes  counted  for  each 
metaphase  spread,  and  the  quality  of  the 
banding;  that  the  resolution  is  sufficient 
to  support  the  reported  results;  and  that 
an  adequate  number  of  karj'otypes  are 
prepared  for  each  patient. 

(c)  The  laboratory  also  must  have 
policies  and  procedures  for  assuring  an 
accurate  and  reliable  patient  sample 
identification  during  the  process  of 
accessioning,  cell  preparation, 
photographing  or  other  image 
reproduction  technique,  and 


photographic  printing,  and  storage  and 
reporting  of  results  or  photographs. 

(d)  The  laboratory  report  must  include 
the  summary  and  interpretation  of  the 
observations  and  number  of  cells 
counted  and  analyzed  and  the  use  of 
appropriate  nomenclature. 

§  493.1269  ComSitlon:  Immunohematoiogy.. 

To  meet  the  quality  control 
requirements  for  immunohematology, 
the  laboratory  must  comply  with  the 
applicable  requirements  in  §§  493.1201 
through  493.1221  of  this  subpart  and 
with  paragraphs  (a)  through  (d)  of  this 
section.  All  quality  control  activities 
must  be  documented. 

(a)  The  laboratory  must  perform  ABO 
group  and  D(Rho)  typing,  unexpected 
antibody  detection,  antibody 
identification  and  compatibility  testing 
in  accordance  with  manufacturer's 
instructions,  if  provided,  and  as 
applicable,  with  21 CFR  part  606  (with 
the  exception  of  21  CFR  606.20a, 
Personnel)  and  21  CFR  part  640  et  seq. 

(b)  The  laboratory  must  perform  ABO 
group  by  concurrently  testing  unknown 
red  cells  with  anti-A  and  anti-B  grouping 
reagents.  For  confirmation  of  ABO 
group,  the  unknown  serum  must  be 
tested  with  known  A1  and  B  red  cells. 

(c)  The  laboratory  must  determine  the 
D(Rho)  type  by  testing  unknown  red 
cells  with  anti-D  (anti-Rho)  blood 
grouping  reagent. 

(d)  If  required  in  the  manufacturer's 
package  insert  for  anti-D  reagents,  the 
laboratory  must  employ  a  control 
system  capable  of  detecting  false 
positive  D(Rho)  test  results. 

§  493.1271  Condition:  Transfusion 
services  and  bloodbanking. 

If  a  facility  provides  services  for  the 
transfusion  of  blood  and  blood  products, 
the  facility  must  be  under  the  adequate 
control  and  technical  supervision  of  the 
pathologist  or  other  doctor  of  medicine 
or  osteopathy  meeting  the  qualifications 
in  subpart  M  for  technical  supervision  in 
immunohematology.  The  facility  must 
ensure  that  there  are  facilities  for 
procurement,  safekeeping  and 
transfusion  of  blood  and  blood  products 
and  that  blood  products  must  be 
available  to  meet  the  needs  of  the 
physicians  responsible  for  the  diagnosis, 
management,  and  treatment  of  patients. 
The  facility  meets  this  condition  by 
complying  with  the  standards  in 
§§  493.1273  through  493.1285  of  this 
subpart. 
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9493.1273  Standard; 

Immunohamatotogical  coMectton, 
processing,  dating  periods,  labeling  and 
distribution  of  blood  and  blood  products. 

In  addition  to  the  requirements  in 
paragraphs  (a)  through  (d)  of  this 
section,  the  facility  must  also  meet  the 
applicable  quality  control  requirements 
in  9S  493.1201  through  493.1221  of  this 
part. 

(a)  Blood  and  blood  product 
collection,  processing  and  distribution 
must  comply  with  21  CFR  part  640  and 
21  CFR  part  606,  and  the  testing 
laboratory  must  meet  the  applicable 
requirements  of  part  493. 

(b)  Dating  periods  for  blood  and  blood 
products  must  conform  to  21  CFR  610.53. 

(c)  Labeling  of  blood  and  blood 
products  must  conform  to  21  CFR  part 
606,  subpart  G. 

(d)  Policies  to  ensure  positive 
identification  of  a  blood  or  blood 
product  recipient  must  be  established, 
documented,  and  followed. 

9  493.1275  Standard;  Blood  and  Mood 
products  storage  facWtlea. 

(a)  The  blood  and  blood  products 
must  be  stored  under  appropriate 
conditions,  which  include  an  adequate 
temperature  alarm  system  that  is 
regularly  inspected. 

(1)  An  audible  alarm  system  must 
monitor  proper  blood  and  blood  product 
storage  temperature  over  a  24'hour 
period;  and 

(2)  Inspections  of  the  alarm  system 
must  be  documented. 

(b)  If  blood  is  stored  or  maintained  for 
transfusion  outside  of  a  monitored 
refrigerator,  the  facility  must  ensure  and 
document  that  storage  conditions, 
including  temperature,  are  appropriate 
to  prevent  deterioration  of  the  blood  or 
blood  product. 

9493.1277.  Standard;  Arrangement  for 
aervlcea. 

In  the  case  of  services  provided 
outside  the  blood  bank,  the  facility  must 
have  an  agreement  reviewed  and 
approved  by  the  director  that  governs 
the  procurement,  transfer  and 
availability  of  blood  and  blood  products. 

9  493.1279  Standard;  Provision  of  testing. 

There  must  be  provision  for  prompt 
ABO  blood  group,  D(Rho)  type, 
unexpected  antibody  detection  and 
compatibility  testing  in  accordance  with 
§  493.1269  of  this  subpart  and  for 
laboratory  investigation  of  transfusion 
reactions,  either  through  the  facility  or 
under  arrangement  with  an  approved 
facility  on  a  continuous  basis,  imder  the 
supervision  of  a  pathologist  or  other 
doctor  of  medicine  or  osteopathy 
meeting  the  qualifications  of 
§  493.1449(b)  or  9  493.1449(q). 


9  493.1283  Standard;  Ratantion  of 
aamplaa  of  transfusad  Mood. 

According  to  the  facility's  established 
procedures,  samples  of  each  unit  of 
transfused  blood  must  be  retained  for 
further  testing  in  the  event  of  reactions. 
The  facility  must  promptly  dispose  of 
blood  not  retained  for  further  testing 
that  has  passed  its  expiration  date. 

9  493.1285  Standard;  Invaatigatlon  of 
transfusion  raactlons. 

The  facility,  according  to  its 
established  procedures,  must  promptly 
investigate  ail  transfusion  reactions 
occurring  in  all  facilities  for  which  it  has 
investigational  responsibility  and  make 
recommendations  to  the  medical  staff 
regarding  improvements  in  transfusion 
procedures.  Tlie  facility  must  document 
that  all  necessary  remedial  actions  are 
taken  to  prevent  future  recurrences  of 
transfusion  reactions  and  that  ail 
policies  and  procedures  are  reviewed  to 
assure  that  they  are  adequate  to  ensure 
the  safety  of  individuals  being 
transfused  within  the  facility. 

Subparts  M,  L  and  N— [Redesignated 
as  Subparts  P,  M,  and  Q] 

4.  Subparts  M,  L  and  N  are 
redesignated  as  subparts  P,  M,  and  Q, 
respectively,  and  revised,  subparts  L,  N, 
R,  and  S  are  reserved,  subpart  O  is 
removed  and  reserved,  and  subpart  T  is 
added  to  read  as  follows: 

Subpart  L— [Reserved] 

Subpart  M— Personnel  for  Moderate 
and  High  Complexity  Testing 

9  493.1401  General. 

This  subpart  consists  of  the  personnel 
requirements  that  must  be  met  by 
laboratories  performing  moderate  or 
high  complexity  testing,  or  both. 

Laboratories  Performing  Moderate 
Complexity  Testing 

9  493.1403  Condition:  Laboratoriee 
performing  moderate  complexity  testing; 
Laboratory  director. 

The  laboratory  must  have  a  director 
who  meets  the  qualification 
requirements  of  §  493.1405  of  this 
subpart  and  provides  overall 
management  and  direction  in 
accordance  with  §  493.1407  of  this 
subpart. 

9  493.1405  Standard;  Laboratory  director 
qualifications. 

The  laboratory  director  must  be 
qualified  to  manage  and  direct  the 
laboratory  personnel  and  the 
performance  of  moderate  complexity 
tests  and  must  be  eligible  to  be  an 


operator  of  a  laboratory  within  the 
requirements  of  subpart  R  of  this  part. 

(a)  The  laboratory  director  must 
possess  a  current  license  as  a  laboratory 
director  issued  by  the  State  in  which  the 
laboratory  is  located,  if  such  licensing  is 
required;  and 

(b)  The  laboratory  director  must — 

(1)  (i)  Be  a  doctor  of  medicine  or 
doctor  of  osteopathy  licensed  to  practice 
medicine  or  osteopathy  in  the  State  in 
which  the  laboratory  is  located;  and 

(ii)  Be  certiHed  in  anatomic  or  clinical 
pathology,  or  both,  by  the  American 
Board  of  Pathology  or  the  American 
Osteopathic  Board  of  Pathology  or 
possess  qualifications  that  are 
equivalent  to  those  required  for  such 
certification;  or 

(2)  (i)  Be  a  doctor  of  medicine  or 
doctor  of  osteopathy  licensed  to  practice 
medicine  or  osteopathy  in  the  State  in 
which  the  laboratory  is  located;  and 

(ii)  Have  had  laboratory  training  or 
experience  consisting  of: 

(A)  At  least  one  year  directing  or 
supervising  non-waived  laboratory 
testing;  or 

(B)  Effective  (August  2, 1993)  have  at 
least  20  continuing  medical  education 
credit  hours  in  laboratory  practice 
commensurate  with  the  director 
responsibilities  defined  in  §  493.1407;  or 

(C)  Laboratory  training  equivalent  to 
paragraph  (b)(2)(ii)(B)  of  this  section 
obtained  during  medical  residency  (For 
example,  physicians  certified  either  in 
hematology  or  hematology  and  medical 
oncology  by  the  American  Board  of 
Internal  Medicine);  or 

(3)  Hold  an  earned  doctoral  degree  in 
a  chemical,  physical,  biological,  or 
clinical  laboratory  science  from  an 
accredited  institution;  and 

(i)  Be  certified  by  the  American  Board 
of  Medical  Microbiology,  the  American 
Board  of  Clinical  Chemistry,  the 
American  Board  of  Bioanalysis,  or  the 
American  Board  of  Medical  Laboratory 
Immunology;  or 

(ii)  Have  had  at  least  one  year 
experience  directing  or  supervising  non- 
waived  laboratory  testing; 

(4)  (i)  Have  earned  a  master’s  degree 
in  a  chemical,  physical,  biological  or 
clinical  laboratory  science  or  medical 
technology  from  an  accredited 
institution; 

(ii)  Have  at  least  one  year  of 
laboratory  training  or  experience,  or 
both;  and 

(iii)  In  addition,  have  at  least  one  year 
of  supervisory  laboratory  experience;  or 

(5)  (i)  Have  earned  a  bachelor's 
degree  in  a  chemical,  physical,  or 
biological  science  or  medical  technology 
from  an  accredited  institution; 
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(ii)  Have  at  least  2  years  of  laboratory 
training  or  experience,  or  both;  and 

(iii)  In  addition,  have  at  least  2  years 
of  supervisory  laboratory  experience; 

(6)  Have  previously  qualiHed  or  could 
have  qualified  as  a  laboratory  director 
under  42  CFR  493.1415  published  March 
14, 1990,  {55  FR  9538]  on  or  before 
February  28. 1992;  or 

(7)  On  or  before  February  28, 1992, 
qualiHed  under  State  law  to  direct  a 
laboratory  in  the  State  in  which  the 
laboratory  is  located. 

§  493.1407  Standard;  Laboratory  director 
reaponsibilitles. 

The  laboratory  director  is  responsible 
for  the  overall  operation  and 
administration  of  the  laboratory, 
including  the  employment  of  personnel 
who  are  competent  to  perform  test 
procedures,  and  record  and  report  test 
results  promptly,  accurate,  and 
proHciently  and  for  assuring  compliance 
with  the  applicable  regulations. 

(a)  The  laboratory  director,  if 
qualified,  may  perform  the  duties  of  the 
technical  consultant,  clinical  consultant, 
and  testing  personnel,  or  delegate  these 
responsibilities  to  personnel  meeting  the 
qualifications  of  §  §  493.1409,  493.1415, 
and  493.1421,  respectively. 

(b)  If  the  laboratory  director 
reapportions  performance  of  his  or  her 
responsibilities,  he  or  she  remains 
responsible  for  ensuring  that  all  duties 
are  properly  performed. 

(c)  The  laboratory  director  must  be 
accessible  to  the  laboratory  to  provide 
onsite,  telephone  or  electronic 
consultation  as  needed. 

(d)  Each  individual  may  direct  no 
more  than  five  laboratories. 

(e)  The  laboratory  director  must — 

(1)  Ensure  that  testing  systems 
developed  and  used  for  each  of  the  tests 
performed  in  the  laboratory  provide 
quality  laboratory  services  for  all 
aspects  of  test  performance,  which 
includes  the  preanalytic,  analytic,  and 
postanalytic  phases  of  testing; 

(2)  Ensure  that  the  physical  plant  and 
environmental  conditions  of  the 
laboratory  are  appropriate  for  the 
testing  performed  and  provide  a  safe 
environment  in  which  employees  are 
protected  from  physical,  chemical,  and 
biological  hazards; 

(3)  Ensure  that — 

(i)  The  test  methodologies  selected 
have  the  capability  of  providing  the 
quality  of  results  required  for  patient 
care; 

(ii)  Verification  procediues  used  are 
adequate  to  determine  the  accuracy, 
precision,  and  other  pertinent 
performance  characteristics  of  the 
method;  and 


(iii)  Laboratory  personnel  are 
performing  the  test  methods  as  required 
for  accurate  and  reliable  results; 

(4)  Ensure  that  the  laboratory  is 
enrolled  in  an  HHS  approved 
proficiency  testing  program  for  the 
testing  performed  and  that — 

(i)  The  proficiency  testing  samples  are 
tested  as  required  under  subpart  H  of 
this  part; 

(ii)  The  results  are  returned  within  the 
timeframes  established  by  the 
proficiency  testing  program; 

(iii)  All  proficiency  testing  reports 
received  are  reviewed  by  the 
appropriate  staff  to  evaluate  the 
laboratory’s  performance  and  to  identify 
any  problems  that  require  corrective 
action;  and 

(iv)  An  approved  corrective  action 
plan  is  followed  when  any  proficiency 
testing  results  are  found  to  be 
unacceptable  or  unsatisfactory; 

(5)  Ensure  that  the  quality  control  and 
quality  assurance  programs  are 
established  and  maintained  to  assure 
the  quality  of  laboratory  services 
provided  and  to  identify  failures  in 
quality  as  they  occur; 

(6)  Ensure  the  establishment  and 
maintenance  of  acceptable  levels  of 
analytical  performance  for  each  test 
system; 

(7)  Ensure  that  all  necessary  remedial 
actions  are  taken  and  documented 
whenever  significant  deviations  from 
the  laboratory’s  established 
performance  specifications  are 
identified,  and  that  patient  test  results 
are  reported  only  when  the  system  is 
functioning  properly; 

(8)  Ensure  that  reports  of  test  results 
include  pertinent  information  required 
for  interpretation; 

(9)  Ensure  that  consultation  is 
available  to  the  laboratory’s  clients  on 
matters  relating  to  the  quality  of  the  test 
results  reported  and  their  interpretation 
concerning  specific  patient  conditions; 

(10)  Employ  a  sufficient  number  of 
laboratory  personnel  with  the 
appropriate  education  and  either 
experience  or  training  to  provide 
appropriate  consultation,  properly 
supervise  and  accurately  perform  tests 
and  report  test  results  in  accordance 
with  the  personnel  responsibilities 
described  in  this  subpart; 

(11)  Ensure  that  prior  to  testing 
patients’  specimens,  all  personnel  have 
the  appropriate  education  and 
experience,  receive  the  appropriate 
training  for  the  type  and  complexity  of 
the  services  offered,  and  have 
demonstrated  that  they  can  perform  all 
testing  operations  reliably  to  provide 
and  report  accurate  results; 

(12)  Ensure  that  policies  and 
procedures  are  established  for 


monitoring  individuals  who  conduct 
preanalytical,  analytical,  and 
postanalytical  phases  of  testing  to 
assure  that  they  are  competent  and 
maintain  their  competency  to  process 
specimens,  perform  test  procedures  and 
report  test  results  promptly  and 
proficiently,  and  whenever  necessary, 
identify  needs  for  remedial  training  or 
continuing  education  to  improve  skills; 

(13)  Ensure  that  an  approved 
procedure  manual  is  available  to  all 
personnel  responsible  for  any  aspect  of 
the  testing  process;  and 

(14)  Specify,  in  writing,  the 
responsibilities  and  duties  of  each 
consultant  and  each  person,  engaged  in 
the  performance  of  the  preanalytic. 
analytic,  and  postanalytic  phases  of 
testing,  that  identifies  which 
examinations  and  procedures  each 
individual  is  authorized  to  perform, 
whether  supervision  is  required  for 
specimen  processing,  test  performance 
or  results  reporting,  and  whether 
consultant  or  director  review  is  required 
prior  to  reporting  patient  test  results. 

§  493.1409  Condition:  Laboratories 
performing  moderate  complexity  testing; 
technical  consultant 

The  laboratory  must  have  a  technical 
consultant  who  meets  the  qualification 
requirements  of  §  493.1411  of  this 
subpart  and  provides  technical  oversight 
in  accordance  with  493.1413  of  this 
subpart. 

§  493.141 1  Standard;  Technical  consultant 
qualifications. 

The  laboratory  must  employ  one  or 
more  individuals  who  are  qualified  by 
education  and  either  training  or 
experience  to  provide  technical 
consultation  for  each  of  the  specialties 
and  subspecialties  of  service  in  which 
the  laboratory  performs  moderate 
complexity  tests  or  procedures.  'The 
director  of  a  laboratory  performing 
moderate  complexity  testing  may 
function  as  the  technical  consultant 
provided  he  or  she  meets  the 
qualifications  specified  in  this  section. 

(a)  The  technical  consultant  must 
possess  a  current  license  issued  by  the 
State  in  which  the  laboratory  is  located, 
if  such  licensing  is  required. 

(b)  The  technical  consultant  must — 

(1)  (i)  Be  a  doctor  of  medicine  or 

doctor  of  osteopathy  licensed  to  practice 
medicine  or  osteopathy  in  the  State  in 
which  the  laboratory  is  located;  and 

(ii)  Be  certified  in  anatomic  or  clinical 
pathology,  or  both,  by  the  American 
Board  of  Pathology  or  the  American 
Osteopathic  Board  of  Pathology  or 
possess  qualifications  that  are 
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equivalent  to  those  required  for  such 
certification;  or 

(2)  (i)  Be  a  doctor  of  medicine  or 
doctor  of  osteopathy  licensed  to  practice 
medtcine  or  osteopathy  in  the  State  in 
which  the  laboratory  is  located:  and 

(ii)  Hare  at  least  one  year  of 
laboratory  training  or  experience,  or 
both,  in  the  designated  specialty  or 
subspecialty  areas  of  service  for  which 
the  technical  consultant  is  responsive 
(for  example,  physicians  certified  either 
in  hematology  or  hematology  and 
medical  oncology  by  the  American 
Board  on  Internal  Medicine  are  qualified 
to  serve  as  the  technical  consultant  in 
hematology);  or 

(3)  (i)  Hold  an  earned  doctoral  or 
master’s  degree  in  a  chemical,  physical, 
biological  or  clinical  laboratory  science 
or  medical  technology  from  an 
accredited  institution;  and 

(ii)  Have  at  least  one  year  of 
laboratory  training  or  experience,  or 
boA.  in  the  designated  specialty  or 
subspecialty  areas  of  service  for  which 
the  technical  consultant  is  responsible; 
or 

(4)  (i)  Have  earned  a  bachelor’s 
degree  in  a  chemical  physical  or 
biological  science  or  medical  technology 
from  an  accredited  institution;  and 

(ii)  Have  at  least  2  years  of  laboratory 
training  or  experience,  or  both,  in  Ae 
designated  specialty  or  subspecialty 
areas  of  service  for  which  the  technical 
consultant  is  responsible. 

Note:  The  technical  consultant 
requirements  for  “laboratory  training  w 
experience,  or  both”  in  each  specialty  or 
subspecialty  may  be  acquired  concurrently  in 
more  than  one  of  the  specialties  or 
subspecialties  of  service,  excluding  waived 
tests.  For  example,  an  individual  who  has  a 
bachelor's  degree  in  biology  and  additionally 
has  documentation  of  2  years  of  worii 
experience  perfonning  tests  of  moderate 
complexity  in  all  specialties  and 
subspecialties  of  service,  would  be  qualified 
as  a  technical  consnltant  in  a  laboratory 
performing  moderate  complexity  testing  in  all 
specialties  and  subspecialties  V  service. 

§  493.1413  Standard;  Technical  conauttant 
responsibUidea. 

The  technical  consultant  is 
responsible  for  Ae  technical  and 
scientific  oversight  of  Ae  laboratory. 

The  technical  consultant  is  not  required 
to  be  onsite  at  all  times  testing  is 
performed;  however,  he  or  she  must  be 
available  to  Ae  laboratory  on  an  as 
needed  basis  to  provide  consultation,  as 
specified  in  paragraph  (a)  of  Ais  section. 

(a)  The  tedmical  ccmsultant  must  be 
accessible  to  Ae  laboratory  to  provide 
on-site,  telephone,  or  electronic 
consultaticm;  and 

(b)  The  technical  ccmsultant  is 
responsible  for — 


(1)  Selection  of  test  methodology 
appropriate  for  the  clinical  use  of  the 
test  results; 

(2)  Verification  of  Ae  test  procedures 
performed  and  the  establishment  of  the 
laboratory’s  test  performance 
characteristics,  including  Ae  precision 
and  accuracy  of  each  test  and  test 
system; 

(3)  Enrollment  and  participation  in  an 
HHS  approved  proficiency  testing 
program  commensurate  wiA  the 
services  offered; 

(4)  Establishing  a  quality  confrol 
program  appropriate  for  the  testmg 
performed  and  establishing  the 
parameters  for  acceptable  levels  of 
analytic  performance  and  ensuring  Aat 
these  levels  are  maintained  throughout 
Ae  entire  testing  process  from  Ac  initial 
receipt  of  Ae  specimen,  through  sample 
analysis  and  reporting  of  test  results; 

(5)  Reserving  technical  problems  and 
ensuring  Aat  remedial  actions  are  taken 
whenever  test  systems  deviate  from  Ae 
laboratory’s  established  performance 
specifications; 

(6)  Ensuring  Aat  patient  test  results 
are  not  reported  until  all  corrective 
actions  have  been  taken  and  Ae  test 
system  is  fiincticming  properly; 

(7)  Identifying  framing  needs  and 
assuring  Aat  each  mdividual  performing 
tests  receives  regular  in-service  training 
and  education  appropriate  for  Ae  type 
and  complexity  of  Ae  laboratory 
services  performed; 

(8)  Evaluating  Ae  competency  of  all 
testing  personnel  and  assuring  that  Ae 
staff  maintain  Aeir  competency  to 
perform  test  procedures  and  report  test 
results  promptly,  accurately  and 
proficiently.  Tl«  procediires  for 
evaluation  of  Ae  competency  of  Ae 
stafi  must  mclude,  but  are  not  limited 
to — 

(i)  Direct  cAservations  of  routine 
patient  test  performance,  including 
patient  preparation,  if  applicable, 
specimen  handling,  processing  and 
testing; 

(ii)  Monitoring  Ae  recording  and 
reporting  of  test  results; 

(iii)  Review  of  intermediate  test 
results  or  worksheets,  quality  confrol 
records,  proficiency  testing  results,  and 
preventive  maintenance  records; 

(iv)  Direct  observation  of  performance 
of  instrument  mamtenance  and  function 
checks; 

(v)  Assessment  of  test  performance 
through  testing  previously  analyzed 
specimens,  interna!  blind  testing 
samples  or  external  proficiency  testing 
samples;  and 

(vi)  Assessment  of  prtAlem  solving 
skills;  and 

(9)  Evaluating  and  documenting  Ae 
performance  of  individuals  responsible 


for  moderate  complexity  testing  at  least 
semiannually  during  Ae  first  year  the 
individual  tests  patient  specimens. 
Thereafter,  evaluations  must  be 
performed  at  least  annually  unless  test 
methodology  or  instrumentation 
changes,  in  which  case,  prior  to 
reporting  patient  test  results,  the 
individual’s  performance  must  be 
reevaluated  to  include  the  use  of  Ae 
new  test  methodology  or 
instrumentation. 

§  493.1415  Condition:  Laboratories 
perfonning  moderate  complexity  teating; 
clinical  consultant 

The  laboratory  must  have  a  clinical 
consultant  who  meets  Ae  qualification 
requirements  of  |  «93.1417  of  Ais  part 
and  provides  clinical  consultation  in 
accordance  with  §  493.1419  of  this  part. 

§  493.1417  Standard;  Clinical  consultant 
qualifications. 

'The  clinical  consultant  must  be 
qualified  to  consult  wiA  aiul  render 
opinions  to  the  laboratory’s  clients 
concerning  the  diagnosis,  treatment  and 
management  of  patient  care.  The  clinical 
consultant  must — 

(a)  Be  qualified  as  a  laboratory 
director  under  §  493.1405(b)  (1),  (2),  or 
(3)(i):  or 

(b)  Be  a  doctor  of  medicine  or  doctor 
of  osteopaAy  and  possess  a  license  to 
practice  medicine  or  osteopathy  in  Ae 
State  in  which  Ae  laboratory  is  located. 

§  493.1419  Standard;  CVnical  consultant 
responsibilities. 

The  clinical  consultant  provides 
consultation  regarding  the 
appropriateness  of  the  testing  ordered 
and  interpretation  of  test  results.  The 
clinical  consultant  must — 

(a)  Be  available  to  provide  clinical 
consultation  to  Ae  laboratory’s  clients; 

(b)  Be  available  to  assist  the 
laboratory’s  clients  in  ensuring  Aat 
appropriate  tests  are  ordered  to  meet 
the  clinical  expectations; 

(c)  Ensure  Aat  reports  of  test  results 
include  pertinent  information  required 
for  specific  patient  mterpretation;  and 

(d)  Ensure  Aat  consultation  is 
available  and  communicated  to  Ae 
laboratory’s  clients  on  matters  related  to 
the  quality  of  Ae  test  results  reported 
and  Aeir  mterpretation  concerning 
specific  patient  conditions. 

§  493.1 421  Condition:  Laboratories 
performing  moderate  complexity  testing; 
testing  personneL 

The  laboratory  must  have  a  sufi^cient 
number  of  individuals  who  meet  Ae 
qualification  requirements  of  {  493.1423. 
to  perform  Ae  functions  specified  in 
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§  493.1425  for  the  volume  and 
complexity  of  tests  performed. 

§  493.1423  Standard;  Testing  Personnel 
qualifications. 

Each  individual  performing  moderate 
complexity  testing  must — 

(a)  Possess  a  current  license  issued  by 
the  State  in  which  the  laboratory  is 
located,  if  such  licensing  is  required;  and 

(b)  Meet  one  of  the  following 
requirements: 

(1)  Be  a  doctor  of  medicine  or  doctor 
of  osteopathy  licensed  to  practice 
medicine  or  osteopathy  in  the  State  in 
which  the  laboratory  is  located  or  have 
earned  a  doctoral,  master’s,  or 
bachelor’s  degree  in  a  chemical, 
physical,  biological  or  clinical 
laboratory  science,  or  medical 
technology  from  an  accredited 
institution;  or 

(2)  Have  earned  an  associate  degree 
in  a  chemical,  physical  or  biological 
science  or  medical  laboratory 
technology  from  an  accredited 
institution;  or 

(3)  Be  a  high  school  graduate  or 
equivalent  and  have  successfully 
completed  an  offrcial  military  medical 
laboratory  procedures  course  of  at  least 
50  weeks  duration  and  have  held  the 
military  enlisted  occupational  specialty 
of  Medical  Laboratory  Specialist 
(Laboratory  Technician);  or 

(4) (i]  Have  earned  an  academic  high 
school  diploma  or  equivalent;  and 

(ii)  Have  documentation  of  training 
appropriate  for  the  testing  performed 
prior  to  analyzing  patient  specimens. 
Such  training  must  ensure  Uiat  the 
individual  has — 

(A)  The  skills  required  for  proper 
specimen  collection,  including  patient 
preparation,  if  applicable,  labeling, 
handling,  preservation  or  fixation, 
processing  or  preparation, 
transportation  and  storage  of  specimens; 

(B)  The  skills  required  for 
implementing  all  standard  laboratory 
procedures; 

(C)  The  skills  required  for  performing 
each  test  method  and  for  proper 
instrument  use; 

(D)  The  skills  required  for  performing 
preventive  maintenance, 
troubleshooting  and  calibration 
procedures  related  to  each  test 
performed: 

(E)  A  working  knowledge  of  reagent 
stability  and  storage; 

(F)  The  skills  required  to  implement 
the  quality  control  policies  and 
procedures  of  the  laboratory; 

(G)  An  awareness  of  the  factors  that 
influence  test  results;  and 

(H)  The  skills  required  to  assess  and 
verify  the  validity  of  patient  test  results 
through  the  evaluation  of  quality  control 


sample  values  prior  to  reporting  patient 
test  results, 

§  493.1 425  Standard;  Testing  personnel 
responsibilities. 

’The  testing  personnel  are  responsible 
for  specimen  processing,  test 
performance,  and  for  reporting  test 
results. 

(a)  Each  individual  performs  only 
those  moderate  complexity  tests  that  are 
authorized  by  the  laboratory  director 
and  require  a  degree  of  skill 
commensurate  with  the  individual’s 
education,  training  or  experience,  and 
technical  abilities. 

(b)  Each  individual  performing 
moderate  complexity  testing  must — 

(1)  Follow  the  laboratory’s  procedures 
for  specimen  handling  and  processing, 
test  analyses,  reporting  and  maintaining 
records  of  patient  test  results; 

(2)  Maintain  records  that  demonstrate 
that  proficiency  testing  samples  are 
tested  in  the  same  manner  as  patient 
samples; 

(3)  Adhere  to  the  laboratory’s  quality 
control  policies,  document  ail  quality 
control  activities,  instrument  and 
procedural  calibrations  and 
maintenance  performed; 

(4)  Follow  the  laboratory’s  established 
corrective  action  policies  and 
procedures  whenever  test  systems  are 
not  within  the  laboratory’s  established 
acceptable  levels  of  performance; 

(5)  Be  capable  of  identifying  problems 
that  may  adversely  affect  test 
performance  or  reporting  of  test  results 
and  either  must  correct  the  problems  or 
immediately  notify  the  technical 
consultant,  clinical  consultant  or 
director,  and 

(6)  Document  all  corrective  actions 
taken  when  test  systems  deviate  from 
the  laboratory’s  established 
performance  speciflcations. 

Laboratories  Performing  High 
Complexity  Testing 

§  493.1441  Condition:  Laboratories 
performing  high  complexity  testing; 
laboratory  director. 

’The  laboratory  must  have  a  director 
who  meets  the  qualiflcation 
requirements  of  S  493.1443  of  this 
subpart  and  provides  overall 
management  and  direction  in 
accordance  with  §  493.1445  of  this 
subpart. 

§  493.1443  Standard;  Laboratory  director 
qualifications. 

The  laboratory  director  must  be 
qualified  to  manage  and  direct  the 
laboratory  personnel  and  performance 
of  high  complexity  tests  and  must  be 
eligible  to  be  an  operator  of  a  laboratory 
within  the  requirements  of  subpart  R. 


(a)  The  laboratory  director  must 
possess  a  current  license  as  a  laboratory 
director  issued  by  the  State  in  which  the 
laboratory  is  located,  if  such  licensing  is 
required;  and 

(b)  The  laboratory  director  must — 

(1) (i]  Be  a  doctor  of  medicine  or  doctor 
of  osteopathy  licensed  to  practice 
medicine  or  osteopathy  in  the  State  in 
which  the  laboratory  is  located;  and 

(ii)  Be  certifled  in  anatomic  or  clinical 
pathology,  or  both,  by  the  American 
Board  of  Pathology  or  the  American 
Osteopathic  Board  of  Pathology  or 
possess  qualiflcations  that  are 
equivalent  to  those  required  for  such 
certiflcation;  or 

(2)  Be  a  doctor  of  medicine  or  a  doctor 
of  osteopathy  licensed  to  practice 
medicine  or  osteopathy  in  the  State  in 
which  the  laboratory  is  located;  and 

(i)  Have  at  least  one  year  of 
laboratory  training  during  medical 
residency  (for  example,  physicians 
certified  either  in  hematology  or 
hematology  and  medical  oncology  by 
the  American  Board  of  Internal 
Medicine):  or 

(ii)  Have  at  least  2  years  of  experience 
directing  or  supervising  high  complexity 
testing;  or 

(3)  Hold  an  earned  doctoral  degree  in 
a  chemical,  physical,  biological  or 
clinical  laboratory  science  from  an 
accredited  institution  and — 

(i)  Be  certified  by  the  American  Board 
of  Medical  Microbiology,  the  American 
Board  of  Clinical  Chemistry,  the 
American  Board  of  Bioanalysis,  the 
American  Board  of  Medical  Laboratory 
Immunology  or  other  board  deemed 
comparable  by  HHS;  or 

(ii)  Until  September  1, 1994  must  have 
at  least — 

(A)  Two  years  of  laboratory  training 
or  experience,  or  both; 

(B)  Two  years  of  experience  directing 
or  supervising  high  complexity  testing: 
and 

(C)  On  September  1, 1994,  individuals 
must  meet  the  qualifications  specified  in 
paragraph  (b)(3)(i)  of  this  section; 

(4)  Be  serving  as  a  laboratory  director 
and  must  have  previously  qualifled  or 
could  have  qualifled  as  a  laboratory 
director  under  regulations  at  42  CFR 
493.1415,  published  March  14, 1990  at  55 
FR  9538,  on  or  before  February  28, 1992; 
or 

(5)  On  or  before  February  28. 1992,  be 
qualifled  under  State  law  to  direct  a 
laboratory  in  the  State  in  which  the 
laboratory  is  located. 

§  493.1445  Standard;  Laboratory  director 
reaponaibillties. 

'The  laboratory  director  is  responsible 
for  the  overall  operation  and 
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administration  of  the  laboratory, 
including  the  emplo3mient  of  personnel 
who  are  competent  to  perform  test 
procedures,  record  and  report  test 
results  promptly,  accurately  and 
proficiently,  and  for  assuring 
compliance  with  the  applicable 
regulations. 

(a)  The  labwatory  director,  if 
qualified,  may  perform  the  duties  of  the 
technical  supervisor,  clinical  consultant, 
general  supervisor,  and  testing 
personnel,  at  delegate  these 
responsibilities  to  personnel  meeting  the 
qualifications  under  $§  493.1447, 

493.1453,  493.1459,  and  493.1487, 
respectively. 

(b)  If  the  laboratory  director 
reapportions  performance  of  his  or  her 
responsibilities,  he  or  she  remains 
responsible  for  ensuring  that  all  duties 
are  properly  performed. 

(c)  The  laboratory  director  must  be 
accessible  to  the  laboratory  to  provide 
onsite,  telephone  or  electronic 
consultation  as  needed. 

(d)  Each  individual  may  direct  no 
more  than  five  laboratories. 

(e)  The  laboratory  director  must — 

(ij  Ensure  that  testing  systems 

developed  and  used  for  each  of  the  tests 
performed  in  the  laboratory  provide 
quality  laboratory  services  for  all 
aspects  of  test  performance,  which 
includes  the  preanalytic,  analytic,  and 
postanalytic  phases  of  testing; 

(2)  Ensure  that  the  physical  plant  and 
environmental  conditions  of  the 
laboratory  are  appropnate  for  the 
testing  performed  and  provide  a  safe 
environment  in  which  employees  are 
protected  firom  physical,  chemical,  and 
biological  hazards: 

t3)  Ensure  that — 

(i)  The  test  methodologies  selected 
have  the  capability  of  providing  the 
quality  of  results  required  for  patient 
care; 

(ii)  Verification  procedures  used  are 
adequate  to  determine  the  accuracy, 
precision,  and  other  pertinent 
performance  characteristics  of  the 
method;  and 

(iii)  Laboratory  personnel  are 
performing  the  test  methods  as  required 
for  accurate  and  reliable  results; 

(4)  Ensure  that  the  laboratoiy  is 
enndled  in  an  HHS-approved 
proficiency  testing  program  for  the 
testing  performed  and  that — 

(0  Tlie  proficiency  testing  samples  are 
tested  as  required  under  subpart  H  of 
this  part; 

(ii)  The  results  are  returned  widiin  die 
timeframes  established  by  the 
proficiency  testing  program; 

(iii)  Ail  proficiency  testing  reports 
received  are  reviewed  by  the 
appropriate  staff  to  evaluate  the 


laboratory's  performance  and  to  identify 
any  problems  that  require  corrective 
action;  and 

(iv)  An  approved  corrective  action 
plan  is  followed  when  any  proficiency 
testing  result  is  found  to  be 
unacceptable  or  unsatisfactory; 

(5)  Ensure  that  the  quality  control  and 
quality  assurance  programs  are 
established  and  maintained  to  assure 
the  quality  of  laboratory  services 
provided  and  to  identify  failures  in 
quality  as  they  occur; 

(6)  Ensure  the  establishment  and 
maintenance  of  acceptable  levels  of 
analytical  performance  for  each  test 
system; 

(7)  Ensure  that  all  necessary  remedial 
actions  are  taken  and  documented 
whenever  significant  deviations  from 
the  laboratory's  established 
performance  characteristics  are 
identified,  and  that  patient  test  results 
are  reported  only  when  the  system  is 
functioning  properly; 

(6)  Ensure  that  reports  of  test  results 
include  pertinent  information  required 
for  interpretation; 

(9)  Ensure  that  consultation  is 
available  to  the  laboratory's  clients  on 
matters  relating  to  the  quality  of  the  test 
results  reported  and  tiheir  interpretation 
concerning  specific  patient  conditions; 

(10)  Ensure  that  a  gmteral  supervisor 
provides  on-site  supervision  of  high 
complexity  test  performance  by  testing 
personnel  qualified  imder 

§  493.1489(b)(4); 

(11)  Employ  a  sufficient  number  of 
laboratory  personnel  with  the 
appropriate  education  and  either 
experience  or  training  to  provide 
appropriate  consultation,  properly 
supervise  and  accurately  perform  tests 
and  report  test  results  in  accwdance 
with  the  personnel  responsibilities 
described  in  this  subpart; 

(12)  Ensure  that  prior  to  testing 
patients'  specimens,  all  personnel  have 
the  appropriate  education  and 
experience,  receive  the  appropriate 
training  for  the  type  and  complexity  of 
the  smvices  offered,  and  have 
demonstrated  that  they  can  perform  all 
testing  operations  reliably  to  provide 
and  report  accurate  results; 

(13)  Ensure  that  policies  and 
procedures  are  estaUished  for 
monitoring  individuals  who  conduct 
preanalytical,  analytical,  and 
postanalytical  phases  of  testing  to 
assure  that  they  are  competent  and 
maintain  their  competency  to  iwocess 
specimens,  perform  test  procedures  and 
report  test  results  promptly  and 
proficiently,  and  whenever  necessary, 
identify  needs  for  remedial  training  or 
continuing  education  to  improve  ^Hs; 


(14)  Ensure  that  an  approved 
procedure  manual  is  available  to  all 
personnel  responsible  for  any  aspect  of 
the  testing  process;  and 

(15)  Specify,  in  writing,  the 
responsibilities  and  duties  of  each 
consultant  and  each  supervisor,  as  well 
as  each  person  engaged  in  the 
performance  of  the  preanalytic,  analytic, 
and  postanalytic  phases  of  testing,  that 
identifies  which  examinations  and 
procedures  each  individual  is  authorized 
to  perform,  whether  supervision  is 
required  for  specimen  processing,  test 
performance  or  result  reporting  and 
whether  supervisory  or  director  review 
is  required  prior  to  reporting  patient  test 
results.. 

§  493.1447  Condition:  Laboratories 
performing  high  complextty  testing; 
technical  supervisor. 

The  laboratory  must  have  a  technical 
supervisor  who  meets  the  qualification 
requirements  of  §  493.1449  of  this 
subpart  and  provides  technical 
supervision  in  accordance  with 
§  493.1451  of  this  subpart. 

§  493.1 449  Standard;  Technical  supervisor 
qualifications. 

The  laboratory  must  employ  one  or 
more  individuals  who  are  qualified  by 
education  and  either  training  or 
experience  to  provide  tedmical 
supervision  for  each  of  the  specialties 
and  subspecialties  of  service  in  which 
the  laboratory  performs  high  complexity 
tests  or  procedures.  The  director  of  a 
laboratory  performing  high  complexity 
testing  may  function  as  the  technical 
supervisor  provided  he  or  she  meets  the 
qualifications  specified  in  this  section. 

(a)  The  technical  supervisor  must 
possess  a  current  license  issued  by  the 
State  in  which  the  laboratory  is  located, 
if  such  licensing  is  required;  and 

(b)  The  laboratory  may  perform 
anatomic  and  clinical  laboratory 
procedures  and  tests  in  all  specialties 
and  subspecialties  of  services  except 
histocompatibility  and  clinical 
cytogenetics  services  provided  the 
indiv^ual  functioning  as  the  technical 
supervisor — 

(1)  Is  a  doctor  of  medicine  or  doctor  of 
osteopathy  licensed  to  practice  medicine 
or  osteopathy  in  the  State  in  which  the 
laboratory  is  located;  and 

(2)  Is  certified  in  bodi  anatomic  and 
clinical  pathology  by  the  American 
Board  of  Pathology  or  the  American 
Osteopathic  Board  of  Patholc^  or 
Possesses  quatiffcations  that  are 
equivalent  to  those  required  for  such 
certification. 

(c)  If  the  requirements  of  paragraph 
(b)  of  this  section  are  not  met  ai^  the 
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laboratory  performs  tests  in  the 
subspecialty  of  bacteriology,  the 
individual  ^nctioning  as  the  technical 
supervisor  must — 

Be  a  doctor  of  medicine  or  doctor 
of  osteopathy  licensed  to  practice 
medicine  or  osteopathy  in  the  State  in 
which  the  laboratory  is  located;  and 

(iij  Be  certified  in  clinical  pathology 
by  the  American  Board  of  Pathology  or 
the  American  Osteopathic  Board  of 
Pathology  or  possess  qualifications  that 
are  equivalent  to  those  required  for  such 
certification;  or 

(2) (i]  Be  a  doctor  of  medicine  or  a 
doctor  of  osteopathy  licerised  to  practice 
medicine  or  osteopathy  in  the  State  in 
which  the  laboratory  is  located:  and 

(ii)  Have  at  least  one  year  of 
laboratory  training  or  experience,  or 
both,  in  high  complexity  testing  within 
the  specialty  of  microbiology  with  a 
minimum  of  6  months  experience  in  high 
complexity  testing  within  the 
subspecialty  of  bacteriology:  or 

(3) (i)  Have  an  earned  doctoral  degree 
in  a  chemical,  physical,  biological  or 
clinical  laboratory  science  from  an 
accredited  institution;  and 

(ii)  Have  at  least  1  year  of  laboratory 
training  or  experience,  or  both,  in  high 
complexity  testing  within  the  specialty 
of  microbiology  with  a  minimum  of  6 
months  experience  in  high  complexity 
testing  within  the  sid>specialty  of 
bacteriologjr;  or 

(4) (i}  Have  esuned  a  master's  degree 
in  a  chemical  physical,  biological  or 
clinical  laboratory  science  or  medical 
technology  from  an  accredited 
institution;  and 

(ii)  Have  at  least  2  years  of  laboratory 
training  or  experience,  or  both,  in  high 
complexity  testing  within  the  specialty 
of  microbiology  with  a  minimum  of  6 
months  experience  in  high  complexity 
testing  within  the  subspecialty  of 
bacteriology:  or 

(5) (i)  Have  earned  a  bachelor’s  degree 
in  a  chemical  physical,  or  biological 
science  or  medical  technology  from  an 
accredited  institution;  and 

(ii)  Have  at  least  4  years  of  laboratory 
training  or  experience,  or  both,  in  high 
complexity  testing  within  the  specialty 
of  microbiology  with  a  minimum  of  6 
months  experience  in  high  complexity 
testing  within  the  subspecialty  of 
bacteriology. 

(d)  If  the  requirements  of  paragraph 
(b)  of  this  section  are  not  met  and  the 
laboratory  performs  tests  in  the 
subspecialty  of  myoobacteriology,  the 
individual  functioning  as  the  technical 
supervisor  must — 

(iKi)  Be  a  doctor  of  medicine  or  doctor 
of  osteopathy  licensed  to  practice 
medicine  or  osteopathy  in  the  State  in 
whidi  the  laboratory  is  located;  and 


(h)  Be  certified  in  clinical  pathology 
by  the  American  Board  of  Pathology  or 
the  American  Osteopathic  Board  of 
Pathology  or  possess  qualifications  that 
are  equivalent  to  those  required  for  such 
certification;  or 

(2Ki)  Be  a  doctor  of  medicine  or  doctor 
of  osteopathy  licensed  to  practice 
medicine  or  osteopathy  in  the  State  in 
which  the  laboratory  is  located;  and 
(ii)  Have  at  least  1  year  of  laboratory 
training  or  experience,  or  both,  in  high 
complexity  testing  within  the  specialty 
of  microbiology  with  a  minimum  of  6 
months  experience  in  high  complexity 
testing  within  the  subspecialty  of 
mycobacteriology:  or 

(3)(i]  Have  an  earned  doctoral  degree 
in  a  chemical,  physical,  biological  or 
clinical  laboratory  science  from  an 
accredited  institution;  and 
(ii)  Have  at  least  1  year  of  laboratory 
training  or  experience,  or  both,  in  high 
complexity  testing  within  the  specialty 
of  microbiology  with  a  minimum  of  6 
months  experience  in  high  complexity 
testing  within  the  subspecialty  of 
mycobacteriology;  or 
(4Ki)  Have  earned  a  master’s  degree 
in  a  chemical  physical,  biological  or 
clinical  laboratory  science  or  medical 
technology  horn  an  accredited 
institution;  and 

(ii)  Have  at  least  2  years  of  laboratory 
training  or  experience,  or  both,  in  high 
complexity  testing  within  the  specialty 
of  microbiology  with  a  minimum  of  6 
months  experience  in  high  complexity 
testing  wi^in  the  subspecialty  of 
mycobacteriology,  or 
(5)(i)  Have  earned  a  bachelor's  degree 
in  a  Chemical,  physical  or  biological 
science  or  medical  technology  from  an 
accredited  institution;  and 
(ii)  Have  at  least  4  years  of  laboratory 
training  or  experience,  or  both,  in  hi^ 
complexity  testing  within  the  specialty 
of  microbiology  with  a  minimum  of  6 
months  experience  in  high  complexity 
testing  within  the  subspecialty  of 
mycobacteriology. 

(e)  If  the  requirements  of  paragraph 
(b)  of  this  section  are  not  met  and  the 
laboratory  performs  tests  in  the 
subspecialty  of  mycology,  the  individual 
functioning  as  the  technical  supervisor 
must — 

(1) (i)  Be  a  doctor  of  medicine  or  doctor 
of  osteopathy  licensed  to  practice 
medicine  or  osteopathy  in  the  State  in 
which  the  laboratory  is  located;  and 

(ii)  Be  certified  in  clinical  pathology 
by  the  American  Board  of  Pathology  or 
the  American  osteopathic  Board  of 
Pathology  or  possess  qualifications  that 
are  equivalent  to  those  required  for  such 
certification;  or 

(2) (i)  Be  a  doctor  of  medicine  or  a 
doctor  of  osteopathy  licensed  to  practice 


medicine  or  osteopathy  in  the  State  in 
which  the  laboratory  is  located;  and 
(ii)  Have  at  least  1  year  of  laboratory 
training  or  experience,  or  both,  in  high 
complexity  testing  within  the  specialty 
of  microbiology  with  a  minimum  of  6 
months  experience  in  high  complexity 
testing  within  the  subspecialty  of 
mycology:  or 

(3) (i)  Have  an  earned  doctoral  degree 
in  a  chemical  physical  biological  or 
clinical  laboratory  science  from  an 
accredited  institution;  and 

(ii)  Have  at  least  1  year  of  laboratory 
training  or  experience,  or  both  in  high 
complexity  testing  within  the  speciality 
of  microbiology  with  a  minimum  of  6 
months  experience  in  high  complexity 
testing  within  the  subspecialty  of 
mycology;  or 

(4) (i)  Have  earned  a  master's  degree 
in  a  chemical,  physical  biological  or 
clinical  laboratory  science  or  medical 
technology  from  an  accredited 
institution;  and 

(ii)  Have  at  least  2  years  of  laboratory 
training  or  experience,  or  both,  in  high 
complexity  testing  within  the  specialty 
of  microbiology  with  a  minimum  of  6 
months  experience  in  high  complexity 
testing  within  the  subspecialty  of 
mycology:  or 

(5) (i)  Have  earned  a  bachelor’s  degree 
in  a  chemical  physical  or  biological 
science  or  medical  technology  from  an 
accredited  institution;  and 

(ii)  Have  at  least  4  years  of  laboratory 
training  or  experience,  or  both,  in  high 
complexity  testing  within  the  specialty 
of  microbiology  with  a  minimum  of  6 
months  experience  in  high  complexity 
testing  within  the  subspecialty  of 
mycology. 

(f)  If  the  requirements  of  paragraph  (b) 
of  this  section  are  not  met  and  the 
laboratory  performs  tests  in  the 
subspecialty  of  parasitology,  the 
individual  functioning  as  the  technical 
supervisor  must — 

(l)(i)  Be  a  doctor  of  medicine  or  a 
doctor  of  osteopathy  licensed  to  practice 
medicine  or  osteopathy  in  the  State  in 
which  the  laboratory  is  located;  and 
(ii)  Be  certified  in  clinical  pathology 
by  the  American  Board  of  Pathology  or 
the  American  Osteopathic  Board  of 
Pathology  or  possess  qualifications  that 
are  equivalent  to  those  required  for  such 
certification;  or 

{2)(i)  Be  a  doctor  of  medicine  or  a 
doctor  of  osteopathy  licensed  to  practice 
medicine  or  osteopathy  in  the  State  in 
w'hich  the  laboratory  is  located:  and 
(ii)  Have  at  least  one  year  of 
laboratory  training  or  experience,  or 
both,  in  high  complexity  testing  within 
the  specialty  of  microbiology  with  a 
minimum  of  6  months  experience  in  high 
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complexity  testing  within  the 
subspecialty  of  parasitology: 

(3) (i)  Have  an  earned  doctoral  degree 
in  a  chemical,  physical,  biological  or 
clinical  laboratory  science  from  an 
accredited  institution;  and 

(ii)  Have  at  least  1  year  of  laboratory 
training  or  experience,  or  both,  in  high 
complexity  testing  within  the  specialty 
of  microbiology  with  a  minimum  of  6 
months  experience  in  high  complexity 
testing  within  the  subspecialty  of 
parasitology;  or 

(4) (i]  Have  earned  a  master’s  degree 
in  a  chemical,  physical,  biological  or 
clinical  laboratory  science  or  medical 
technology  from  an  accredited 
institution;  and 

(ii]  Have  at  least  2  years  of  laboratory 
training  or  experience,  or  both,  in  high 
complexity  testing  within  the  specialty 
of  microbiology  with  a  minimum  of  6 
months  experience  in  high  complexity 
testing  within  the  subspecialty  of 
parasitology;  or 

(5) (i]  Have  earned  a  bachelor’s  degree 
in  a  chemical,  physical  or  biological 
science  or  medical  technology  from  an 
accredited  institution;  and 

[ii]  Have  at  least  4  years  of  laboratory 
training  or  experience,  or  both,  in  high 
complexity  testing  within  the  specialty 
of  microbiology  with  a  minimum  of  6 
months  experience  in  high  complexity 
testing  within  the  subspecialty  of 
parasitology. 

(g]  If  the  requirements  of  paragraph 
(b]  of  this  section  are  not  met  and  the 
laboratory  performs  tests  in  the 
subspecialty  of  virology,  the  individual 
functioning  as  the  technical  supervisor 
must — 

(1] (i]  Be  a  doctor  of  medicine  or  doctor 
of  osteopathy  licensed  to  practice 
medicine  or  osteopathy  in  the  State  in 
which  the  laboratory  is  located;  and 

[ii]  Be  certified  in  clinical  pathology 
by  the  American  Board  of  Pathology  or 
the  American  Osteopathic  Board  of 
Pathology  or  possess  qualifications  that 
are  equivalent  to  those  required  for  such 
certification;  or 

(2] (i]  Be  a  doctor  of  medicine  or  a 
doctor  of  osteopathy  licensed  to  practice 
medicine  or  osteopathy  in  the  State  in 
which  the  laboratory  is  located;  and 

(ii]  Have  at  least  1  year  of  laboratory 
training  or  experience,  or  both,  in  high 
complexity  testing  within  the  specialty 
of  microbiology  with  a  minimum  of  6 
months  experience  in  high  complexity 
testing  within  the  subspecialty  of 
virology:  or 

(3] (i]  Have  an  earned  doctoral  degree 
in  a  chemical,  physical,  biological  or 
clinical  laboratory  science  from  an 
accredited  institution;  and 

(ii]  Have  at  least  1  year  of  laboratory 
training  or  experience,  or  both,  in  high 


complexity  testing  within  the  specialty 
of  microbiology  with  a  minimum  of  6 
months  experience  in  high  complexity 
testing  within  the  subspecialty  of 
virology:  or 

(4]  (i]  Have  earned  a  master’s  degree 
in  a  chemical,  physical,  biological  or 
clinical  laboratory  science  or  medical 
technology  from  an  accredited 
institution;  and 

(ii]  Have  at  least  2  years  of  laboratory 
training  or  experience,  or  both,  in  high 
complexity  testing  within  the  specialty 
of  microbiology  with  a  minimum  of  6 
months  experience  in  high  complexity 
testing  within  the  subspecialty  of 
virology;  or 

(5]  (i]  Have  earned  a  bachelor’s 
degree  in  a  chemical,  physical  or 
biological  science  or  medical  technology 
from  an  accredited  institution;  and 

(ii]  Have  at  least  4  years  of  laboratory 
training  or  experience,  or  both,  in  high 
complexity  testing  within  the  specialty 
of  microbiology  with  a  minimum  of  6 
months  experience  in  high  complexity 
testing  within  the  subspecialty  of 
virology. 

(h]  If  the  requirements  of  paragraph 
(b]  of  this  section  are  not  met  and  the 
laboratory  performs  tests  in  the 
specialty  of  diagnostic  immunology,  the 
individual  functioning  as  the  technical 
supervisor  must — 

(1]  (i]  Be  a  doctor  of  medicine  or  a 
doctor  of  osteopathy  licensed  to  practice 
medicine  or  osteopathy  in  the  State  in 
which  the  laboratory  is  located;  and 

(ii]  Be  certified  in  clinical  pathology 
by  the  American  Board  of  Pathology  or 
the  American  Osteopathic  Board  of 
Pathology  or  possess  qualifications  that 
are  equivalent  to  those  required  for  such 
certification;  or 

(2]  (i]  Be  a  doctor  of  medicine  or 
doctor  of  osteopathy  licensed  to  practice 
medicine  or  osteopathy  in  the  State  in 
which  the  laboratory  is  located;  and 

(ii]  Have  at  least  1  year  of  laboratory 
training  or  experience,  or  both,  in  high 
complexity  testing  for  the  specialty  of 
diagnostic  immunology;  or 

(3]  (i]  Have  an  earned  doctoral  degree 
in  a  chemical,  physical,  biological  or 
clinical  laboratory  science  from  an 
accredited  institution;  and 

(ii]  Have  at  least  1  year  of  laboratory 
training  or  experience,  or  both,  in  high 
complexity  testing  within  the  specialty 
of  diagnostic  immunology;  or 

(4]  (i]  Have  earned  a  master’s  degree 
in  a  chemical,  physical,  biological  or 
clinical  laboratory  science  or  medical 
technology  from  an  accredited 
institution;  and 

(ii]  Have  at  least  2  years  of  laboratory 
training  or  experience,  or  both,  in  high 
complexity  testing  for  the  specialty  of 
diagnostic  immunology;  or 


(5]  (i]  Have  earned  a  bachelor’s 
degree  in  a  chemical,  physical  or 
biological  science  or  medical  technology 
from  an  accredited  institution:  and 

(ii]  Have  at  least  4  years  of  laboratory 
training  or  experience,  or  both,  in  high 
complexity  testing  for  the  specialty  of 
diagnostic  immunology. 

(i]  If  the  requirements  of  paragraph  (b] 
of  this  section  are  not  met  and  the 
laboratory  performs  tests  in  the 
specialty  of  chemistry,  the  individual 
functioning  as  the  technical  supervisor 
must — 

(1]  (i]  Be  a  doctor  of  medicine  or 
doctor  of  osteopathy  licensed  to  practice 
medicine  or  osteopathy  in  the  State  in 
which  the  laboratory  is  located:  and 

(ii]  Be  certified  in  clinical  pathology 
by  the  American  Board  of  Pathology  or 
the  American  Osteopathic  Board  of 
Pathology  or  possess  qualifications  that 
are  equivalent  to  those  required  for  such 
certification;  or 

(2]  (i]  Be  a  doctor  of  medicine  or 
doctor  of  osteopathy  licensed  to  practice 
medicine  or  osteopathy  in  the  State  in 
which  the  laboratory  is  located;  and 

(ii]  Have  at  least  1  year  of  laboratory 
training  or  experience,  or  both,  in  high 
complexity  testing  for  the  specialty  of 
chemistry;  or 

(3]  (i]  Have  an  earned  doctoral  degree 
in  a  chemical,  physical,  biological  or 
clinical  laboratory  science  fi'om  an 
accredited  institution;  and 

(ii]  Have  at  least  1  year  of  laboratory 
training  or  experience,  or  both,  in  high 
complexity  testing  within  the  specialty 
of  chemistry;  or 

(4]  (i]  Have  earned  a  master’s  degree 
in  a  chemical,  physical,  biological  or 
clinical  laboratory  science  or  medical 
technology  from  an  accredited 
institution;  and 

(ii]  Have  at  least  2  years  of  laboratory 
training  or  experience,  or  both,  in  high 
complexity  testing  for  the  specialty  of 
chemistry;  or 

(5]  (i]  Have  earned  a  bachelor’s 
degree  in  a  chemical,  physical  or 
biological  science  or  medical  technology 
from  an  accredited  institution;  and 

(ii]  Have  at  least  4  years  of  laboratory 
training  or  experience,  or  both,  in  high 
complexity  testing  for  the  specialty  of 
chemistry. 

(j]  If  the  requirements  of  paragraph  (b] 
of  this  section  are  not  met  and  the 
laboratory  performs  tests  in  the 
specialty  of  hematology,  the  individual 
functioning  as  the  technical  supervisor 
must — 

(1]  (i]  Be  a  doctor  of  medicine  or  a 
doctor  of  osteopathy  licensed  to  practice 
medicine  or  osteopathy  in  the  State  in 
which  the  laboratory  is  located;  and 
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(ii|  Be  certified  in  clinical  pathology 
by  the  American  Board  of  Pathology  or 
the  American  Osteopathic  Board  of 
Pathology  or  possess  qualifications  that 
are  equivalent  to  those  required  for  such 
certification;  or 

(2)  (i)  Be  a  doctor  of  medicine  or 
doctor  of  osteopathy  licensed  to  practice 
medicine  or  osteopathy  in  the  State  in 
which  the  laboratory  is  located;  and 

(ii)  Have  at  least  one  year  of 
laboratory  training  or  experience,  or 
both,  in  high  complexity  testing  for  the 
specialty  of  hematology  (for  example, 
physicians  certified  either  in  hematology 
or  hematology  and  medical  oncology  by 
the  American  Bocird  of  Internal 
Medicine);  or 

(3)  (i)  Have  an  earned  doctoral  degree 
in  a  chemical,  physical,  biological  or 
clinical  laboratory  science  from  an 
accredited  institution;  and 

(ii)  Have  at  least  1  year  of  laboratory 
training  or  experience,  or  both,  in  high 
complexity  testing  within  the  specialty 
of  hematology:  or 

(4)  (i)  Have  earned  a  master’s  degree 
in  a  chemical,  physical,  biological  or 
clinical  laboratory  science  or  medical 
technology  from  an  accredited 
institution;  and 

(ii)  Have  at  least  2  years  of  laboratory 
training  or  experience,  or  both,  in  high 
complexity  testing  for  the  specialty  of 
hematology:  or 

(5)  (i)  Have  earned  a  bachelor’s 
degree  in  a  chemical,  physical  or 
biological  science  or  medical  technology 
from  an  accredited  institution:  and 

(ii)  Have  at  least  4  years  of  laboratory 
training  or  experience,  or  both,  in  high 
complexity  testing  for  the  specialty  of 
hematology. 

(k)  (1)  If  the  requirements  of 
paragraph  (b)  of  this  section  are  not  met 
and  the  laboratory  performs  tests  in  the 
subspccialty  of  ecology,  the  individual 
functioning  as  the  technical  supervisor 
must — 

(1)  Be  a  doctor  of  medicine  or  a  doctor 
of  osteopathy  licensed  to  practice 
medicine  or  osteopathy  in  the  State  in 
which  the  laboratory  is  located;  and 

(ii)  Meet  one  of  the  following 
requirements — 

(A)  Be  certified  in  anatomic  pathology 
by  the  American  Board  of  Pathology  or 
the  American  Osteopathic  Board  of 
Pathology  or  possess  qualifications  that 
are  equivalent  to  those  required  for  such 
certification;  or 

(B)  Be  certified  by  the  American 
Society  of  Cytology  to  practice 
cytopathology  or  possess  qualifications 
that  are  equivalent  to  those  required  for 
such  certification; 

(2)  An  individual  qualified  under 

§  493.1449(b)  or  paragraph  (k)(l)  of  this 
section  may  delegate  some  of  the 


cytology  technical  supervisor 
responsibilities  to  an  individual  who  is 
in  the  final  year  of  full-time  training 
leading  to  certification  specified  in 
paragraphs  (b)  or  (k)(l}(ii)(A)  of  this 
section  provided  the  technical 
supervisor  qualified  under  §  493.1449(b] 
or  paragraph  (k)(l)  of  this  section 
remains  ultimately  responsible  for 
ensuring  that  all  of  the  responsibilities 
of  the  cytology  technical  supervisor  are 
met 

(1)  If  the  requirements  of  paragraph  (b) 
of  this  section  are  not  met  and  the 
laboratory  performs  tests  in  the 
subspecialty  of  histopathology,  the 
individual  functioning  as  the  technical 
supervisor  must — 

(1)  Meet  one  of  the  following 
requirements: 

(1)  (A)  Be  a  doctor  of  medicine  or  a 
doctor  of  osteopathy  licensed  to  practice 
medicine  or  osteopathy  in  the  State  in 
which  the  laboratory  is  located;  and 

(B)  Be  certified  in  anatomic  pathology 
by  the  American  Board  of  Pathology  or 
the  American  Osteopathic  Board  of 
Pathology  or  possess  qualifications  that 
are  equivalent  to  those  required  for  such 
certification; 

(ii)  An  individual  qualified  under 
§  493.1449(b)  or  paragraph  (1)(1)  of  this 
section  may  delegate  to  an  individual 
who  is  a  resident  in  a  training  program 
leading  to  certification  specified  in 
par^raph  (b)  or  (l)(l){i)(B)  of  this 
section,  the  responsibility  for 
examination  and  interpretation  of 
histopathology  specimens. 

(2)  For  tests  in  dermatopathology. 
meet  one  of  the  following  requirements: 

(i)  (A)  Be  a  doctor  of  medicine  or 
doctor  of  osteopathy  licensed  to  practice 
medicine  or  osteopathy  in  the  State  in 
which  the  laboratory  is  located  and — 

(B)  Meet  one  of  the  following 
requirements: 

(1)  Be  certified  in  anatomic  pathology 
by  the  American  Board  of  Pathology  or 
the  American  Osteopathic  Board  of 
Pathology  or  possess  qualifications  that 
are  equivalent  to  those  required  for  such 
certification:  or 

(2)  Be  certified  in  dermatopathology 
by  the  American  Board  of  Dermatology 
and  the  American  Board  of  Pathology  or 
possess  qualifications  that  are 
equivalent  to  those  required  for  such 
certification;  or 

(3)  Be  certified  in  dermatology  by  the 
American  Board  of  Dermatology  or 
possess  qualifications  that  are 
equivalent  to  tiiose  required  for  such 
certification;  or 

(ii)  An  individual  qualified  under 

§  493.1449(b)  or  paragraph  of  Giis 

section  may  delegate  to  an  individual 
who  is  a  resident  in  a  training  program 
leading  to  certification  specified  in 


paragraphs  (b)  or  (l)(2)(i)(B)  of  this 
section,  the  responsibility  for 
examination  and  interpretation  of 
dermatopathology  specimens. 

(3)  For  tests  in  ophthalmic  pathology, 
meet  one  of  the  following  requirements; 

(1)  (A)  Be  a  doctor  of  medicine  or 
doctor  of  osteopathy  licensed  to  practice 
medicine  or  osteopathy  in  the  State  in 
which  the  laboratory  is  located  and — 

(B)  Must  meet  one  of  the  following 
requirements: 

(7)  Be  certified  in  anatomic  pathology 
by  the  American  Board  of  Pathology  or 
the  American  Osteopathic  Board  of 
Pathology  or  possess  qualifications  that 
are  equivalent  to  those  required  for  such 
certification:  or 

[2]  Be  certified  in  ophthalmic 
pathology  by  the  American  Board  of 
Ophthalmology  or  possess  qualifications 
that  are  equivalent  to  those  required  for 
such  certification;  or 

(ii)  An  individual  qualified  under 
§  493.1449(b)  or  paragraph  (l)(3)(i)  of 
this  section  may  delegate  to  an 
individual  who  is  a  resident  in  a  training 
program  leading  to  certification 
specified  in  paragraphs  (b)  or  (l)(3)(i)(B) 
of  this  section,  the  responsibility  for 
examination  and  interpretation  of 
ophthalmic  specimens:  or 

(m)  If  the  requirements  of  paragraph 
(b)  of  this  section  are  not  met  and  the 
laboratory  performs  tests  in  the 
subspecialty  of  oral  pathology,  the 
individual  functioning  as  the  technical 
supervisor  must  meet  one  of  the 
following  requirements: 

(1)  (i)  Be  a  doctor  of  medicine  or  a 
doctor  of  osteopathy  licensed  to  practice 
medicine  or  osteopathy  in  the  State  in 
which  the  laboratory  is  located  and — 

(ii)  Must  meet  one  of  the  following: 

(A)  Be  certified  in  anatomic  pathology 
by  the  American  Board  of  Pathology  or 
the  American  Osteopathic  Board  of 
Pathology  or  possess  qualifications  that 
are  equivalent  to  those  required  for  such 
certification;  or 

(B)  Be  certified  in  oral  pathology  by 
the  American  Board  of  Oral  Pathology 
or  possess  qualifications  that  are 
equivalent  to  those  required  for  such 
certification:  or 

(2)  An  individual  qualified  under 

§  493.1449(b)  or  paragraph  (m)(l)  of  this 
section  may  delegate  to  an  individual 
who  is  a  resident  in  a  training  program 
leading  to  certification  specified  in 
paragraphs  (b)  or  (m)(l)(ii)  of  this 
section,  the  responsibility  for 
examination  and  interpretation  of  oral 
pathology  specimens. 

(n)  If  the  requirements  of  paragraph 
(b)  of  this  section  are  not  met  and  the 
laboratory  performs  tests  in  the 
specialty  of  radiobioassay,  the 
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individual  functioning  as  the  technical 
supervisor  must — 

(1)  (i)  Be  a  doctor  of  medicine  or  a 
doctor  of  osteopathy  licensed  to  practice 
medicine  or  osteopathy  in  the  State  in 
which  the  laboratory  is  located:  and 

(ii)  Be  certified  in  clinical  pathology 
by  the  American  Board  of  Pathology  or 
the  American  Osteopathic  Board  of 
Pathology  or  possess  qualifications  that 
are  equivalent  to  those  required  for  such 
certification:  or 

(2)  (i)  Be  a  doctor  of  medicine  or 
doctor  of  osteopathy  licensed  to  practice 
medicine  or  osteopathy  in  the  State  in 
which  the  laboratory  is  located:  and 

(ii)  Have  at  least  1  year  of  laboratory 
training  or  experience,  or  both,  in  high 
complexity  testing  for  the  specialty  of 
radiobioassay:  or 

(3)  (i)  Have  an  earned  doctoral  degree 
in  a  chemical,  physical,  biological  or 
clinical  laboratory  science  from  an 
accredited  institution:  and 

(ii)  Have  at  least  1  year  of  laboratory 
training  or  experience,  or  both,  in  high 
complexity  testing  within  the  specialty 
of  radiobioassay:  or 

(4)  (i)  Have  earned  a  master’s  degree 
in  a  chemical,  physical,  biological  or 
clinical  laboratory  science  or  medical 
technology  from  an  accredited 
institution:  and 

(ii)  Have  at  least  2  years  of  laboratory 
training  or  experience,  or  both,  in  high 
complexity  testing  for  the  specialty  of 
radiobioassay:  or 

(5)  (i)  Have  earned  a  bachelor's 
degree  in  a  chemical,  physical  or 
biological  science  or  medical  technology 
from  an  accredited  institution:  and 

(ii)  Have  at  least  4  years  of  laboratory 
training  or  experience,  or  both,  in  high 
complexity  testing  for  the  specialty  of 
radiobioassay. 

(o)  If  the  laboratory  performs  tests  in 
the  specialty  of  histocompatibility,  the 
individual ‘functioning  as  the  technical 
supervisor  must  either — 

(1)  (i)  Be  a  doctor  of  medicine  or 
osteopathy  licensed  to  practice  medicine 
or  osteopathy  in  the  State  in  which  the 
laboratory  is  located:  and 

(ii)  Have  training  or  experience  that 
meets  one  of  the  following  requirements: 

(A)  Have  4  years  of  laboratory 
training  or  experience,  or  both,  within 
the  specialty  of  histocompatibility:  or 

(B)  (J)  Have  2  years  of  laboratory 
training  or  experience,  or  both,  in  the 
specialty  of  general  immunology:  and 

(2)  Have  2  years  of  laboratory  training 
or  experience,  or  both,  in  the  specialty 
of  histocompatibility:  or 

(2)  (i)  Have  an  earned  doctoral  degree 
in  a  biological  or  clinical  laboratory 
science  from  an  accredited  institution: 
and 


(ii)  Have  training  or  experience  that 
meets  one  of  the  following  requirements: 

(A)  Have  4  years  of  laboratory 
training  or  experience,  or  both,  within 
the  specialty  of  histocompatibility:  or 

(B)  (1)  Have  2  years  of  laboratory 
training  or  experience,  or  both,  in  the 
specialty  of  general  immunology:  and 

(2)  Have  2  years  of  laboratory  training 
or  experience,  or  both,  in  the  specialty 
of  histocompatibility. 

(p)  If  the  laboratory  performs  tests  in 
the  specialty  of  clinical  cytogenetics,  the 
individual  functioning  as  the  technical 
supervisor  must — 

(1)  (i)  Be  a  doctor  of  medicine  or 
doctor  of  osteopathy  licensed  to  practice 
medicine  or  osteopathy  in  the  State  in 
which  the  laboratory  is  located:  and 

(ii)  Have  4  years  of  training  or 
experience,  or  both,  in  genetics.  2  of 
which  have  been  in  clinical 
cytogenetics:  or 

(2)  (i)  Hold  an  earned  doctoral  degree 
in  a  biological  science,  including 
biochemistry,  or  clinical  laboratory 
science  from  an  accredited  institution: 
and 

(ii)  Have  4  years  of  training  or 
experience,  or  both,  in  genetics,  2  of 
which  have  been  in  clinical 
cytogenetics. 

(q)  If  the  requirements  of  paragraph 
(b)  of  this  section  are  not  met  and  the 
laboratory  performs  tests  in  the 
specialty  of  immunohematology,  the 
individual  functioning  as  the  technical 
supervisor  must— 

(1)  (i)  Be  a  doctor  of  medicine  or  a 
doctor  of  osteopathy  licensed  to  practice 
medicine  or  osteopathy  in  the  State  in 
which  the  laboratory  is  located:  and 

(ii)  Be  certibed  in  clinical  pathology 
by  the  American  Board  of  Pathology  or 
the  American  Osteopathic  Board  of 
Pathology  or  possess  qualifications  that 
are  equivalent  to  those  required  for  such 
certification:  or 

(2)  (i)  Be  a  doctor  of  medicine  or 
doctor  of  osteopathy  licensed  to  practice 
medicine  or  osteopathy  in  the  State  in 
which  the  laboratory  is  located:  and 

(ii)  Have  at  least  one  year  of 
laboratory  training  or  experience,  or 
both,  in  high  complexity  testing  for  the 
specialty  of  immunohematology. 

Note:  The  technical  supervisor 
requirements  for  “laboratory  training  or 
experience,  or  both”  in  each  specialty  or 
subspecialty  may  be  acquired  concurrently  in 
more  than  one  of  the  specialties  or 
subspecialties  of  service.  For  example,  an 
individual,  who  has  a  doctoral  degree  in 
chemistry  and  additionally  has 
documentation  of  1  year  of  laboratory 
experience  working  concurrently  in  high 
complexity  testing  in  the  specialties  of 
microbiology  and  chemistiy  and  6  months  of 
that  work  experience  included  high 
complexity  testing  in  bacteriology,  mycology. 


and  mycobacteriology,  would  qualify  as  the 
technical  supervisor  for  the  specialty  of 
chemistry  and  the  subspecialties  of 
bacteriology,  mycology,  and 
mycobacteriology. 

§  493.1451  Standard:  Technical  supervisor 
responsibilities. 

The  technical  supervisor  is 
responsible  for  the  technical  and 
scientibc  oversight  of  the  laboratory. 

The  technical  supervisor  is  not  required 
to  be  on  site  at  all  times  testing  is 
performed:  however,  he  or  she  must  be 
available  to  the  laboratory  on  an  as 
needed  basis  to  provide  supervision  as 
specified  in  (a)  of  this  section. 

(a)  The  technical  supervisor  must  be 
accessible  to  the  laboratory  to  provide 
on-site,  telephone,  or  electronic 
consultation:  and 

(b)  The  technical  supervisor  is 
responsible  for — 

(1)  Selection  of  the  test  methodology 
that  is  appropriate  for  the  clinical  use  of 
the  test  results: 

(2)  Verification  of  the  test  procedures 
performed  and  establishment  of  the 
laboratory’s  test  performance 
characteristics,  including  the  precision 
and  accuracy  of  each  test  and  lest 
system: 

(3)  Enrollment  and  participation  in  an 
HHS  approved  proficiency  testing 
program  commensurate  with  the 
services  offered: 

(4)  Establishing  a  quality  control 
program  appropriate  for  the  testing 
performed  and  establishing  the 
parameter  for  acceptable  levels  of 
analytic  performance  and  ensuring  that 
these  levels  are  maintained  throughout 
the  entire  testing  process  fi'om  the  initial 
receipt  of  the  specimen,  through  sample 
analysis  and  reporting  of  test  results: 

(5)  Resolving  technical  problems  and 
ensuring  that  remedial  actions  are  taken 
whenever  test  systems  deviate  from  the 
laboratory’s  established  performance 
specifications: 

(6)  Ensuring  that  patient  test  results 
are  not  reported  until  all  corrective 
actions  have  been  taken  and  the  test 
system  is  functioning  properly: 

(7)  Identifying  training  needs  and 
assuring  that  each  individual  performing 
tests  receives  regular  in-service  training 
and  education  appropriate  for  the  type 
and  complexity  of  the  laboratory 
services  performed: 

(8)  Evaluating  the  competency  of  all 
testing  personnel  and  assuring  that  the 
staff  maintain  their  competency  to 
perform  test  procedures  and  report  test 
results  promptly,  accurately  and 
proficiently.  The  procedures  for 
evaluation  of  the  competency  of  the 
staff  must  include,  but  are  not  limited 
to — 
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(i)  Direct  observations  of  routine 
patient  test  performance,  including 
patient  preparation,  if  applicable, 
specimen  handling,  processing  and 
testing; 

(ii)  Monitoring  the  recording  and 
reporting  of  test  results; 

(iii)  Review  of  intermediate  test 
results  or  worksheets,  quality  control 
records,  proficiency  testing  results,  and 
preventive  maintenance  records; 

(iv)  Direct  observation  of  performance 
of  instnunent  maintenance  and  function 
checks; 

(v)  Assessment  of  test  performance 
through  testing  previously  analyzed 
specimens,  internal  blind  testing 
samples  or  external  proficiency  testing 
samples;  and 

(vi)  Assessment  of  problem  solving 
skills;  and 

(9)  Evaluating  and  documenting  the 
performance  of  individuals  responsible 
for  high  complexity  testing  at  least 
semiannually  during  the  first  year  the 
individual  tests  patient  specimens. 
Thereafter,  evaluations  must  be 
performed  at  least  annually  unless  test 
methodology  or  instrumentation 
changes,  in  which  case,  prior  to 
reporting  patient  test  results,  the 
individual's  performance  must  be 
reevaluated  to  include  the  use  of  the 
new  test  methodology  or 
instrumentation. 

(c)  In  cytology,  the  technical 
supervisor  or  the  individual  qualified 
imder  §  493.1449(k)(2) — 

(1)  May  perform  the  duties  of  the 
cytology  general  supervisor  and  the 
cytotechnologist,  as  specified  in 

§  §  493.1471  and  493.1485,  respectively; 

(2)  Must  establish  the  workload  limit 
for  each  individual  examining  slides; 

(3)  Must  reassess  the  workload  limit 
for  each  individual  examining  slides  at 
least  every  6  months  and  adjust  as 
necessary; 

(4)  Must  perform  the  functions 
specified  in  §  493.1257(c); 

(5)  Must  ensure  that  each  individual 
examining  gynecologic  preparations 
participates  in  an  HHS  approved 
cytology  proficiency  testing  program,  as 
specified  in  §  493.945  and  achieves  a 
passing  score,  as  specified  in  §  493.855; 
and 

(6)  If  responsible  for  screening 
cytology  slide  preparations,  must 
document  the  number  of  cytology  slides 
screened  in  24  hours  and  the  number  of 
hours  devoted  during  each  24-hour 
period  to  screening  cytology  slides. 

§  493.1453  Condition:  Laboratories 
performing  high  complexity  testing;  clinical 
consultant 

The  laboratory  must  have  a  clinical 
consultant  who  meets  the  requirements 


of  §  493.1455  of  this  subpart  and 
provides  clinical  consultation  in 
accordance  with  $  493.1457  of  this 
subpart. 

S  493.1455  Standard;  Clinical  consultant 
qualificationa. 

The  clinical  consultant  must  be 
qualified  to  consult  with  and  render 
opinions  to  the  laboratory's  clients 
concerning  the  diagnosis,  treatment  and 
management  of  patient  care.  The  clinical 
consultant  must — 

(a)  Be  qualified  as  a  laboratory 
director  under  S  493.1443(b)(1),  (2),  or 
(3)(i);  or 

(b)  Be  a  doctor  of  medicine  or  doctor 
of  osteopathy  licensed  to  practice 
medicine  or  osteopathy  in  the  State  in 
which  the  laboratory  is  located. 

S  493.1457  Standard;  Clinical  consultant 
rasponsibilltiss. 

The  clinical  consultant  provides 
consultation  regarding  the 
appropriateness  of  the  testing  ordered 
and  interpretation  of  test  results.  The 
clinical  consultant  must — 

(a)  Be  available  to  provide 
consultation  to  the  laboratory's  clients; 

.  (b)  Be  available  to  assist  the 
laboratory's  clients  in  ensuring  that 
appropriate  tests  are  ordered  to  meet 
the  clinical  expectations; 

(c)  Ensure  that  reports  of  test  results 
include  pertinent  information  required 
for  specific  patient  interpretation;  and 

(d)  Ensure  that  consultation  is 
available  and  communicated  to  the 
laboratory's  clients  on  matters  related  to 
the  quality  of  the  test  results  reported 
and  their  interpretation  concerning 
specific  patient  conditions. 

S  493.1459  Condition:  Laboratories 
partorming  high  complexity  testing;  general 
supervisor. 

The  laboratory  must  have  one  or  more 
general  supervisors  who  are  qualified 
under  S  493.1461  of  this  subpart  to 
provide  general  supervision  in 
accordance  with  S  493.1463  of  this 
subpart. 

§  493.1461  Standard:  General  supervisor 
qualifications. 

The  laboratory  must  have  one  or  more 
general  supervisors  who,  imder  the 
direction  of  the  laboratory  director  and 
supervision  of  the  technical  supervisor, 
provides  day-to-day  supervision  of 
testing  personnel  and  reporting  of  test 
results.  In  the  absence  of  the  director 
and  technical  supervisor,  the  general 
supervisor  must  be  responsible  for  the 
proper  performance  of  all  laboratory 
procedures  and  reporting  of  test  results. 

(a)  The  general  supervisor  must 
possess  a  current  license  issued  by  the 


State  in  which  the  laboratory  is  located, 
if  such  licensing  is  required;  and 

(b)  The  general  supervisor  must  be 
qualified  as  a — 

(1)  Laboratory  director  under 
S  493.1443;  or 

(2)  Technical  supervisor  under 
§  493.1449. 

(c)  If  the  requirements  of  paragraphs 
(b)(1)  or  (b)(2)  of  this  section  are  not 
met,  the  individual  functioning  as  the 
general  supervisor  must — 

(1)  (i)  Be  a  doctor  of  medicine  or 
doctor  of  osteopathy  licensed  to  practice 
medicine  or  osteopathy  in  the  State  in 
which  the  laboratory  is  located  or  have 
earned  a  doctoral,  master's,  or 
bachelor's  degree  in  a  chemical, 
physical,  biological  or  clinical 
laboratory  science,  or  medical 
technology  from  an  accredited 
institution;  and 

(ii)  Have  at  least  one  year  of 
laboratory  training  or  experience,  or 
both,  in  high  complexity  testing;  or 

(2)  (i)  Have  earned  an  associate 
degree  in  a  laboratory  science  or 
medical  laboratory  technology  from  an 
accredited  institution;  and 

(ii)  Have  at  least  two  years  of 
laboratory  training  or  experience,  or 
both,  in  high  complexity  testing;  or 

(3)  Have  previously  qualified  or  could 
have  qualified  as  a  general  supervisor 
under  42  CFR  493.1427  of  the  Federal 
regulations  published  March  14, 1990, 

(55  FR  9538)  on  or  before  February  28, 
1992. 

(d)  For  blood  gas  analysis,  the 
individual  providing  general  supervision 
must — 

(1)  Be  qualified  under  S  493.1461(b)  (1) 
or  (2),  or  {  493.1461(c);  or 

(2)  (i)  Have  earned  a  bachelor's 
degree  in  respiratory  therapy  from  an 
accredited  institution;  and 

(ii)  Have  at  least  one  year  of 
laboratory  training  or  experience,  or 
both,  in  blood  gas  analysis;  or 

(3)  (i)  Have  earned  an  associate 
degree  related  to  pulmonary  function 
from  an  accredited  institution;  and 

(ii)  Have  at  least  two  years  of  training 
or  experience,  or  both  in  blood  gas 
analysis. 

(e)  The  general  supervisor 
requirement  is  met  in  histopathology, 
oral  pathology,  dermatopathology,  and 
ophthalmic  pathology  because  all  tests 
and  examinations,  must  be  performed: 

(1)  In  histopathology,  by  an  individual 
who  is  qualified  as  a  technical 
supervisor  under  §§  493.1449(b)  or 
493.1449(1)(1); 

(2)  In  dermatopathology,  by  an 
individual  who  is  qualified  as  a 
technical  supervisor  under 

SS  493.1449(b)  or  493.1449(1)  or  (2); 
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(3)  In  ophthalmic  pathology,  by  an 
individual  who  is  qualibed  as  a 
technical  supervisor  under 

§§  4g3.1449(b)  or  493.1449(lK3}:  and 

(4)  In  oral  pathology,  by  an  individual 
who  is  qualified  as  a  technical 
supervisor  under  §  S  493.1449(b)  or 
493.1449(m]. 

§  493.1483  Standard:  Genacal  suparvlaor 
responsRilitias. 

The  general  supervisor  is  responsible 
for  day-to-day  supervision  or  oversight 
of  the  laboratory  operation  and 
personnel  performing  testing  and 
reporting  test  results. 

(a)  The  general  supervisor — 

(1)  Must  be  accessible  to  testing 
personnel  at  all  times  testing  is 
performed  to  provide  on-site  telephone 
or  electronic  consultation  to  resolve 
technical  problems  in  accordance  with 
policies  and  procedures  established 
either  by  the  laboratory  director  or 
technical  supervisor; 

(2)  Is  responsible  for  providing  day-to- 
day  supervision  of  high  complexity  test 
performance  by  testing  personnel 
qualibed  under  §  493.1489; 

(3)  Must  be  onsite  to  provide  direct 
supervision  when  high  complex  testing 
is  performed  by  any  individuals 
qualified  under  §  493.1489(b)(4);  and 

(4)  Is  responsible  for  monitoring  test 
analyses  and  specimen  examinations  to 
ensure  that  acceptable  levels  of  analytic 
performance  are  maintained. 

(b)  The  director  or  technical 
supervisor  may  delegate  to  the  general 
supervisor  the  responsibility  for — 

(1)  Assuring  that  all  remedial  actions 
are  taken  whenever  test  systems  deviate 
from  the  laboratory's  established 
performance  specifications; 

(2)  Ei\suring  that  patient  test  results 
are  not  reported  until  all  corrective 
actions  have  been  taken  and  the  test 
system  is  properly  functioning; 

(3)  Providing  orientation  to  all  testing 
personnel;  and 

(4)  Annually  evaluating  and 
documenting  the  performance  of  all 
testing  personnel. 

§  493.1487  Condithm:  Laboratortes 
performing  higtt  compiaxlty  tasting; 
cytology  general  supervisor. 

For  the  subspecialty  of  cytology,  the 
laboratory  must  have  a  general 
supervisor  who  meets  the  qualification 
requirements  of  §  493.1489  of  this 
subpart,  and  provides  supervision  in 
accordance  with  §  493.1471  of  this 
subpart. 

§  493.1469  Standard:  Cytology  funeral 
supervisor  qualHtcations. 

The  cytology  general  supervisor  must 
be  qualified  to  supervise  cytology 
services.  The  general  supervisor  in 


cytology  must  possess  a  current  license 
issued  by  the  State  in  which  the 
laboratory  is  located,  if  such  licensing  is 
required,  and  must — 

(a)  Be  qualified  as  a  technical 
supervisor  under  §  493.1449  fb)  or  (k);  or 

(b)  (1)  Be  qualified  as  a 
cytotec^ologist  under  §  493.1483;  and 

(2)  Have  at  least  3  years  of  full-time 
(2,080  hours  per  year)  experience  as  a 
cytotechnologist  wit^  the  preceding  10 
years. 

§  493.1471  Standard:  Cytology  general 
supervisor  reaponeibilltiea. 

The  technical  supervisor  of  cytology 
may  perform  the  duties  of  the  cytology 
general  supervisor  or  delegate  the 
responsibilities  to  an  individual 
qualified  under  S  493.1469. 

(a)  The  cytology  general  supervisor  is 
responsible  for  the  day-to-day 
supervision  or  oversi^t  of  the 
laboratory  operation  and  persoimel 
performing  testing  and  reporting  test 
results. 

(b)  The  cytology  general  supervisor 
must — 

(1)  Be  accessible  to  provide  on-site, 
telephone,  or  electronic  consultation  to 
resolve  technical  problems  in 
accordance  with  policies  and 
procedures  established  by  the  technical 
supervisor  of  cytology; 

(2)  Document  the  slide  interpretation 
results  of  each  gynecologic  and 
nongynecologic  cytology  case  he  or  she 
examined  or  reviewed  (as  specified 
under  §  493.1257(d)); 

(3)  For  each  24-hour  period,  document 
the  total  number  of  slides  he  or  she 
examined  or  reviewed  in  the  laboratory 
as  well  as  the  total  number  of  slides 
examined  or  reviewed  in  any  other 
laboratory  or  for  any  other  employer, 
and 

(4)  Document  the  number  of  hours 
spent  examining  slides  in  each  24-hour 
period. 

§  493.1481  Condition:  LaboratorlM 
performing  high  complexity  testing; 
cytotechrtologist 

For  the  subspecialty  of  cytology,  the 
laboratory  must  have  a  sufficient 
number  of  c3dotechnologi8ts  who  meet 
the  qualifications  specified  in  §  493.1483 
to  perform  the  functions  specified  in 
§  493.1485. 

§  493.1483  StatKterd:  Cytotechnologist 
qualifications. 

Each  person  examining  cytology  slide 
preparations  must  meet  the 
qualifications  of  §  493.1449  (b)  or  (k), 
or — 

(a)  Possess  a  current  license  as  a 
cytotechnologist  issued  by  the  State  in 
which  the  laboratory  is  located,  if  such 
licensing  is  required;  and 


(b)  Meet  one  of  the  following 
requirements: 

(1)  Have  graduated  from  a  school  of 
cytotechnoiogy  accredited  by  the 
Committee  on  Allied  Health  Education 
and  Accreditation;  or 

(2)  Be  certified  in  cytotechnoiogy  by  a 
certifying  eigency  approved  by  HHS;  or 

(3)  Before  September  1, 1992 — 

(i)  Have  successfully  completed  2 
years  in  an  accredited  institution  with  at 
least  12  semester  hours  in  science,  8 
hours  of  which  are  in  biology;  and 

(A)  Have  had  12  months  of  training  in 
a  school  of  cyiotechnology  accredited 
by  an  accrediting  agency  approved  by 
HHS;  or 

(B)  Have  received  6  months  of  formal 
training  in  a  school  of  cytotechnoiogy 
accredited  by  an  accrediting  agency 
approved  by  HHS  and  6  months  of  full¬ 
time  experience  in  cytotechnoiogy  in  a 
laboratory  acceptable  to  the  pathologist 
who  directed  the  formal  6  months  of 
training;  or 

(ii)  Have  achieved  a  satisfactory 
grade  to  qualify  as  a  cytotechnologist  in 
a  proficiency  examination  approved  by 
HHS  and  designed  to  qualify  persons  as 
cytotechnologists;  or 

(4)  Before  September  1, 1992,  have 
full-time  experience  of  at  least  2  years 
or  equivalent  within  the  preceding  5 
years  examining  slide  preparations 
under  the  supervision  of  a  physician 
qualified  under  §  493.1449(b)  or  (k)(l), 
and  before  January  1, 1969,  must  have — 

(i)  Graduated  from  high  school; 

(ii)  Completed  6  months  of  training  in 
cytotechnoiogy  in  a  laboratory  directed 
by  a  pathologist  or  other  physician 
providing  cytology  services;  and 

(iii)  Completed  2  years  of  full-time 
supervised  experience  in 
cytotechnoiogy;  or 

(5)  (i)  On  or  before  September  1, 1993, 
have  full-time  experience  of  at  least  2 
years  or  equivalent  examining  cytology 
slide  preparations  within  the  preceding 
5  years  in  the  United  States  under  the 
supervision  of  a  physician  qualified 
under  §  493.1449(b)  or  (k)(l);  and 

(ii)  On  or  before  September  1, 1994, 
have  met  the  requirements  in  either 
paragraph  (b)(1)  or  (2)  of  this  section. 

9  493.1485  Standard;  Cytotechnologist 
responsibHItlea. 

The  cytotechnologist  is  responsible 
for  documenting — 

(a)  The  slide  interpretation  results  of 
each  gynecologic  and  nongynecologic 
cytology  case  he  or  she  examined  or 
reviewed  (as  specified  in  S  493.1257(d)); 

(b)  For  each  24-hour  period,  die  total 
number  of  slides  examined  or  reviewed 
in  the  laboratory  as  well  as  the  total 
number  of  sfides  examined  or  reviewed 
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in  any  other  laboratory  or  for  any  other 
employer,  and 

(c)  The  number  of  hours  spent 
examining  slides  in  each  24^hour  period. 

8  493.1487  Condition:  Laboratorlos 
performing  high  complexity  testing:  testing 
personneL 

The  laboratory  has  a  sufficient 
number  of  individuals  who  meet  the 
qualification  requirements  of  8  493.1,489 
of  this  subpart  to  perform  the  functions 
specihed  in  8  493.1495  of  this  subpart  for 
the  volume  and  complexity  of  testing 
performed. 

8  493.1489  Standard;  Testing  personnel 
qualifications. 

Each  individual  performing  high 
complexity  testing  must-.- 

(a)  Possess  a  current  license  issued  by 
the  State  in  which  the  laboratory  is 
located,  if  such  licensing  is  required;  and 

(b)  Meet  one  of  the  following 
requirements: 

(1)  Be  a  doctor  of  medicine  or  doctor 
of  osteopathy  licensed  to  practice 
medicine  or  osteopathy  in  the  State  in 
which  the  laboratory  is  located  or  have 
earned  a  doctoral,  master’s,  or 
bachelor's  degree  in  a  chemical, 
physical,  biological  or  clinical 
laboratory  science,  or  medical 
technology  from  an  accredited 
institution; 

(2)  Have  earned  an  associate  degree 
in  a  laboratory  science,  or  medical 
laboratory  technology  from  an 
accredited  institution; 

(3)  Have  previously  qualified  or  could 
have  qualified  as  a  technologist  imder  42 
CFR  493.1433  published  in  March  14, 

1990  (55  FR  9536),  on  or  before  February 
2a  1992; 

(4)  Until  September  1, 1997 — 

(i)  Have  earned  an  academic  high 
school  diploma  or  equivalent;  and 

(ii)  Have  documentation  of  training 
appropriate  for  the  testing  performed 
prior  to  analyzing  patient  specimens. 
Such  training  must  ensure  that  the 
individual  has — 

(A)  The  skills  required  for  proper 
specimen  collection,  including  patient 
preparation,  if  applicable,  labeling, 
handling,  preservation  or  fixation, 
processing  or  preparation, 
transportation  and  storage  of  specimens; 

(B)  The  skills  required  for 
implementing  all  standard  laboratory 
procedures; 

(C)  The  skills  required  for  performing 
each  test  method  tmd  for  proper 
instrument  use; 

(D)  The  skills  required  for  performing 
preventive  maintenance, 
troubleshooting  and  calibration 
procedures  related  to  each  test 
performed; 


(E)  A  working  knowledge  of  reagent 
stability  and  storage; 

(F)  The  skills  required  to  implement 
the  quality  control  policies  and 
procedures  of  the  laboratory; 

(G)  An  awareness  of  the  factors  that 
influence  test  results;  and 

(H)  The  skills  required  to  assess  and 
verify  the  validity  of  patient  test  results 
through  the  evaluation  of  quality  sample 
values  prior  to  reporting  patient  test 
results. 

On  September  1, 1997,  must  meet  the 
qualifications  of  8  493.1489(b]  (1)  or  (2); 

(5)  For  blood  gas  analysis,  the 
individual  must — 

(i)  Be  qualified  imder  8  493.1489(b)  (1), 

(2),  or  (3),  (4); 

(ii)  Have  earned  a  bachelor’s  degree 
in  respiratory  therapy  fi*om  an 
accredited  institution;  or 

(iii)  Have  earned  an  associate  degree 
related  to  pulmonary  function  from  an 
accredited  institution;  or 

(6)  For  histopathology,  tissue 
examinations  must  be  performed  by  an 
individual  who  meets  die  qualifications 
of  8  493.1449  (b)  or  (1)  of  this  subpart. 

8  493.1495  Standard;  Tasting  partonnai 
raaponaibiiitias. 

The  testing  personnel  are  responsible 
for  specimen  processing,  test 
performance  and  for  reporting  test 
results. 

(a)  Each  individual  performs  only 
those  high  complexity  tests  that  are 
authorized  by  the  laboratory  director 
and  require  a  degree  of  skill 
commensurate  with  the  individual’s 
education,  training  or  experience,  and 
technical  abilities. 

(b)  Each  individual  performing  high 
complexity  testing  must — 

(I)  Follow  the  laboratory’s  procedures 
for  specimen  handling  and  processing, 
test  analyses,  reporting  and  maintaining 
records  of  patient  test  results; 

(2)  Maintain  records  that  demonstrate 
that  proficiency  testing  samples  are 
tested  in  the  same  manner  as  patient 
specimens; 

(3)  Adhere  to  the  laboratory’s  quality 
control  policies,  document  all  quality 
control  activities,  instrument  and 
procedural  calibrations  and 
maintenance  performed; 

(4)  Follow  the  laboratory’s  established 
policies  and  procedures  whenever  test 
systems  are  not  within  the  laboratory’s 
established  acceptable  levels  of 
performance; 

(5)  Be  capable  of  identifying  problems 
that  may  adversely  affect  test 
performance  or  reporting  of  test  results 
and  either  must  correct  ffie  problems  or 
immediately  notify  the  general 
supervisor,  technical  supervisor,  clinical 
consultant,  or  director; 


(6)  Document  all  corrective  actions 
taken  when  test  systems  deviate  fr^m 
the  laboratory's  established 
performance  specifications;  and 

(7)  If  qualified  under  8  493.1489(b)(4), 
must  perform  high  complexity  testing 
only  under  the  onsite,  direct  supervision 
of  a  general  supervisor  qualified  under 

8  493.1461. 

Subparts  N-0  [RMarvad] 

Subpart  P— Quality  Asauranca  for 
Moderate  or  High  Complexity  Testing, 
or  Both 

8  493.1701  Condition:  Quality  assurance; 
modarata  or  high  complaxity  tasting,  or 
both. 

Each  laboratory  performing  moderate 
or  high  complexity  testing,  or  both,  must 
establish  and  follow  written  policies 
and  procedures  for  a  comprehensive 
quality  assurance  program  which  is 
designed  to  monitor  and  evaluate  the 
ongoing  and  overall  quality  of  the  total 
testing  process  (preanalytic,  analytic, 
postanalytic).  Tlie  laboratory’s  quality 
assurance  program  must  evaluate  the 
efiectiveness  of  its  policies  and 
procedures;  identify  and  correct 
problems;  assure  the' accurate,  reliable 
and  prompt  reporting  of  test  results;  and 
assiu«  the  adequacy  and  competency  of 
the  staff.  As  necessary,  the  laboratory 
must  revise  policies  and  procedures 
based  upon  the  results  of  those 
evaluations.  The  laboratory  must  meet 
the  standards  of  this  subpart  as  they 
apply  to  the  services  offered,  complexity 
of  testing  performed  and  reported,  and 
the  imique  practices  of  each  testing 
entity.  All  quality  assurance  activities 
must  be  documented. 

8  493.1703  Standard;  Patient  teat 
managenMnt  assessment 

The  laboratory  must  have  an  ongoing 
mechanism  for  monitoring  and 
evaluating  the  systems  required  under 
Subpart  J,  Patient  Test  Management. 

The  laboratory  must  monitor,  evaluate, 
and  revise,  if  necessary,  based  on  the 
results  of  its  evaluations,  the  following: 

(a)  The  criteria  established  for  patient 
preparation,  specimen  collection, 
labeling,  preservation  and 
transportation; 

(b)  The  information  solicited  and 
obtained  on  the  laboratory’s  test 
requisition  for  its  completeness, 
relevance,  and  necessity  for  the  testing 
of  patient  specimens; 

(c)  The  use  and  appropriateness  of  the 
criteria  established  for  specimen 
rejection; 

(d)  The  completeness,  usefulness,  and 
accuracy  of  the  test  report  information 
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necessary  for  the  interpretation  or 
utilization  of  test  results; 

(e)  The  timely  reporting  of  test  results 
based  on  testing  priorities  (STAT. 
routine,  etc.):  and 

(f)  The  accuracy  and  reliability  of  test 
reporting  systems,  appropriate  storage 
of  record  and  retrieval  of  test  results. 

S  493.1705  Standard;  QuaUty  control 

asaassmant 

The  laboratory  must  have  an  ongoing 
mechanism  to  evaluate  the  corrective 
actions  taken  under  §  493.1219, 

Remedial  actions.  Ineffective  policies 
and  procedures  must  be  revised  based 
on  the  outcome  of  the  evaluation.  The 
mechanism  must  evaluate  and  review 
the  effectiveness  of  corrective  actions 
taken  for — 

(a)  Problems  identiHed  during  the 
evaluation  of  calibrabon  and  (umtrol 
data  for  each  test  method: 

(b)  Problems  identified  during  the 
evaluation  of  patient  test  values  for  the 
purpose  of  verifying  the  reference  range 
of  a  test  method;  and 

(c)  Errors  detected  in  reported  results. 

$  493.1707  Standard;  Proficiency  tasting 

asaesamant. 

Under  subpart  H  of  this  part. 
Proficiency  Testing,  the  corrective 
actions  taken  for  any  unacceptable, 
unsatisfactory,  or  unsuccessful 
proficiency  testing  resultfs)  must  be 
evaluated  for  effectiveness. 

9  493.1709  Standard;  Comparison  of  fast 
raauits. 

If  a  laboratory  performs  the  same  test 
using  different  methodologies  or 
instruments,  or  performs  the  same  test 
at  multiple  testing  sites,  the  laboratory 
must  have  a  system  that  twice  a  year 
evaluates  and  defines  the  relationship 
between  lest  results  using  different 
methodologies,  instruments,  or  testing 
sites.  In  addition,  if  a  laboratory 
performs  tests  that  are  not  included 
under  Subpart  i.  Proficiency  Testing 
Programs,  the  laboratory  must  have  a 
system  for  verifying  the  accuracy  and 
reliability  of  its  test  results  at  least 
twice  a  year. 

§493.1711  standard;  Relationship  of 
patient  Information  to  patlant  last  raauits. 

For  internal  quality  assurance,  the 
laboratory  must  have  a  mechanism  to 
identify  and  evaluate  patient  test  results 
that  appear  inconsistent  with  relevant 
criteria  such  as — 

(a)  Patient  age; 

(b) Sex; 

(c)  Diagnosis  or  pertinent  clinical 
data,  when  provided; 

(d)  Distribution  of  patient  test  results 
w^n  available;  and 


(e)  Relationship  with  other  test 
parameters,  when  available  within  the 
laboratory. 

§  493.1713  Standard;  Personnel 
aasasamcfrt. 

The  laboratory  must  have  an  ongoing 
mechetnism  to  evaluate  the  effectiveness 
of  its  policies  and  procedures  for 
assuring  employee  competence  and,  if 
applicable,  consultant  competence. 

9  493.1715  Standard;  Communicatlona. 

The  laboratory  must  have  a  system  in 
place  to  document  problems  that  occur 
as  a  result  of  breakdowns  in 
communication  between  the  laboratory 
and  the  authorized  individual  who 
orders  or  receives  the  results  of  test 
procedures  or  examinations.  Corrective 
actions  taken  to  resolve  the  problems 
and  minimize  communications 
breakdowns  must  be  documented. 

§  493.1717  Standard;  Complaint 
invasttgationa. 

The  laboratory  must  have  a  system  in 
place  to  assure  that  all  complaints  and 
problems  reported  to  the  laboratory  are 
documented.  Investigations  of 
complaints  must  be  made,  when 
appropriate,  and,  as  necessary, 
corrective  actions  are  instituted. 

9  493.1719  Standard;  Quattty  aaauranca 
raviaw  with  staff. 

The  laboratory  must  have  a 
mechanism  for  documenting  and 
assessing  problems  identified  during 
quality  assurance  reviews  and 
discussing  them  with  the  staff.  The 
laboratory  must  take  corrective  actions 
that  are  necessary  to  prevent 
recurrences. 

§493.1721  Standard;  Quality  assurance 
records. 

The  laboratory  must  maintain 
documentation  of  all  quality  assurance 
activities  including  problems  identified 
and  corrective  actions  taken.  All  quality 
assurance  records  must  be  available  to 
HHS. 

Subfwrt  Q— Inspection 

§  493.1775  CondItlofK  Inspection  of 
laboratories  issued  a  cartHicala  of  walvar. 

(a)  HHS  or  its  designee  will  conduct 
unannounced  inspections  of  any 
laboratory  at  any  time  during  its  hours 
of  operation  to  assess  compliance  with 
the  applicable  requirements  of  part  493. 

(b)  The  laboratory  may  be  required,  as 
part  of  this  inspection,  to — 

(1)  Permit  HHS  or  its  designee  to 
interview  all  employees  of  the 
laboratory  concerning  the  laboratory's 
compliance  with  the  applicable 
requirements  of  part  493; 


(2)  Permit  HHS  or  its  designee  access 
to  all  areas  of  the  facility  including — 

(i)  Specimen  procurement  and 
processing  areas; 

(ii)  Storage  facilities  for  specimens, 
reagents,  supplies,  records,  and  reports; 

and  I 

(iii)  Testing  and  reporting  areas.  I 

(3)  Permit  employees  to  be  observed 
performing  tests,  data  analysis  and 
reporting: 

(4)  Permit  HHS  or  its  designee  upon 
request  to  review  all  information  and 

data  necessary  to—  ' 

(i)  Determine  that  testing  is  being  j 

performed  or  the  laboratory  is  being  | 

operated  in  a  manner  that  does  not  : 

constitute  an  imminent  and  serious  risk  I 

to  public  health; 

(ii)  Evaluate  complaints  hrom  the  | 

public;  I 

(iii)  Determine  whether  the  laboratory  | 

is  performing  tests  not  listed  in  §  493.15; 

and  j 

(iv)  Collect  information  to  determine  j 

the  addition,  deletion,  or  continued  I 

inclusion  of  tests  listed  in  §  493.15;  and 

(5)  Provide  copies  to  HHS  or  its 
designee  of  all  records  and  data  that  the 
agency  requires  under  these  regulations. 

(c)  The  laboratory  must  provide  upon 
reasonable  request  all  information  and 
data  needed  by  HHS  or  its  designee  to 
make  a  determination  of  compliance 
with  the  requirements  of  part  493. 

(d)  Failure  to  permit  an  inspection 
under  this  subsection  will  result  in  the 
suspension  of  Medicare  and  Medicaid 
payments  to  the  laboratory  or 
termination  of  the  laboratory’s 
participation  in  Medicare  and  Medicaid 
for  payment,  and  suspension  of  or  action 
to  revoke  laboratory's  CLIA  certificate 
of  waiver  in  accordance  with  subpart  R 
of  this  part. 

§  493.1777  Condition:  inapoetton  of  all 
laboratoriM  notiaauod  a  cafUflcata  of 
waivar  or  a  cartlflcata  of  accroditation. 

(a)  HHS  or  its  designee  will  conduct 
unannounced  inspections  on  at  least  a 
biennial  basis  of  any  laboratory  at  any 
time  during  its  hours  of  operation.  To 
assess  compliance  with  the 
requirements  of  part  493,  HHS  will 
inspect  a  laboratory  possessing  a 
registration  certificate  before  issuance 
of  a  certificate. 

(b)  The  laboratory  may  be  required,  as 
part  of  this  inspection,  to — 

(1)  Test  samples  (including  proficiency 
testing  samples)  or  perform  procedures 
as  HHS  or  its  designee  requires; 

(2)  Allow  HHS  or  its  designee  to 
interview  all  employees  of  the 
laboratory  concerning  the  laboratory’s 
compliance  with  the  applicable 
requirements  of  part  493; 
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(3)  Permit  employees  to  be  observed 
performing  tests  (including  proHciency 
testing  specimens),  data  analysis  and 
reporting; 

(4)  Permit  HHS  or  its  designee  access 
to  all  areas  of  the  facility  including — 

(i)  Specimen  procurement  and 
processing  areas; 

(ii)  Storage  facilities  for  specimens, 
reagents,  supplies,  records,  and  reports; 
and 

(iii)  Testing  and  reporting  areas;  and 

(5)  Provide  copies  to  HHS  or  its 
designee  of  all  records  and  data  it 
requires. 

(c)  The  laboratory  must  have  all 
records  and  data  accessible  and 
retrievable  within  a  reasonable  time 
frame  during  the  course  of  the 
inspection. 

(d)  The  laboratory  must  retain — 

(1)  Immunohematology  records  for  a 
period  of  not  less  than  5  years,  in 
accordance  with  21  CFR  part  606. 
subpart  I; 

(2)  Pathology  test  reports  for  at  least 
10  years  after  the  date  of  reporting  as 
required  in  §  493.1109;  and 

(3)  All  other  laboratory  records  for  at 
least  2  years. 

(e)  The  laboratory  must  provide  upon 
request  all  information  and  data  needed 
by  HHS  or  its  designee  to  make  a 
determination  of  the  laboratory's 
compliance  with  the  applicable 
requirements  of  part  493. 

(f)  HHS  or  its  designee  may  reinspect 
a  laboratory  at  any  time  necessary  to 
evaluate  the  ability  of  the  laboratory  to 
provide  accurate  and  reliable  test 
results. 

(g)  Failure  to  permit  an  inspection 
under  this  subsection  will  result  in  the 
suspension  of  Medicare  and  Medicaid 
payments  to  the  laboratory,  or 
termination  of  the  laboratory’s 
participation  in  Medicare  and  Medicaid 
for  payment,  and  suspension  of  or  action 
to  revoke  the  laboratory’s  CUA 
certificate  in  accordance  with  subpart  R. 

§  493.1780  Condition:  Inspection  of 
accredited  and  State-exempt  laboratories. 

(a)  HHS  or  its  designee  will  conduct 
unannounced,  random  validation 
inspections  of  any  accredited  or  State- 
exempt  laboratory  at  any  time  during  its 
hours  of  operation. 

(b)  HHS  or  its  designee  will  conduct 
unannounced  complaint  inspections  of 
an  accredited  or  State-exempt 
laboratory  at  any  time  during  its  hours 
of  operation  upon  receiving  a  complaint 
about  that  laboratory. 

(c)  The  laboratory  may  be  required,  as 
part  of  either  of  the  above  inspections, 
to — 


(1)  Test  samples  (including  proficiency 
testing  samples]  or  perform  procedures 
as  required  by  HHS  or  its  designee; 

(2)  Allow  HHS  or  its  designee  to 
interview  all  employees  of  the 
laboratory  concerning  the  laboratory’s 
compliance  with  the  applicable 
requirements  of  part  493; 

(3)  Permit  employees  to  be  observed 
performing  tests  (including  proficiency 
testing  specimens),  and  performing  data 
analysis  and  reporting  activities;  and 

(4)  Permit  HHS  or  its  designee  access 
to  all  areas  of  the  facility  including — 

(i)  Specimen  procurement  and 
processing  areas; 

(ii)  Storage  facilities  for  specimens 
reagents,  supplies,  records,  and  reports; 
and 

(iii)  Testing  and  reporting  areas;  and 

(5)  Provide  copies  to  HHS  of  all 
records  and  data  required  under  these 
requirements. 

(d)  The  laboratory  must  have  all 
records  and  data  accessible  and 
retrievable  within  a  reasonable  time 
during  the  inspection. 

(e)  The  laboratory  must  retain — 

(1)  Immunohematology  records  for  a 
period  of  not  less  than  5  years,  in 
accordance  with  21  CFR  part  606. 
subpart  I; 

(2)  Pathology  test  reports  for  at  least 
10  years  after  the  date  of  reporting,  as 
required  in  493.1109;  and 

(3)  All  other  laboratory  records  for  at 
least  2  years  unless  otherwise  specified 
in  part  493. 

(f)  The  laboratory  must  provide,  upon 
request,  all  information  and  data  needed 
by  HHS  to  make  a  determination  of 
compliance  or  noncompliance  with  the 
applicable  requirements  of  part  493. 

(g)  Failure  to  permit  an  inspection 
under  this  subsection  will  result  in  the 
suspension  of  Medicare  and  Medicaid 
payments  to  the  laboratory  or 
termination  of  the  laboratory’s  Medicare 
and  Medicaid  approval  for  payment; 
and  suspension  of  or  action  to  revoke 
the  laboratory’s  CLIA  certificate  of 
accreditation  in  accordance  with 
subpart  R  of  this  part. 

Subpart  T — Consultations 

§  493.2001  Establishment  and  function  of 
the  Clinical  Laboratory  Improvement 
Advisory  Committee. 

(a)  HHS  will  establish  a  Clinical 
Laboratory  Improvement  Advisory 
Committee  to  advise  and  make 
recommendations  on  technical  and 
scientific  aspects  of  the  provisions  of 
this  part  493. 

(b)  The  Clinical  Laboratory 
Improvement  Advisory  Committee  will 
be  comprised  of  individuals  involved  in 
the  provision  of  laboratory  services. 


utilization  of  laboratory  services, 
development  of  laboratory  testing  or 
methodology,  and  others  as  approved  by 
HHS. 

(c)  HHS  will  designate  specialized 
subcommittees  as  necessary. 

(d)  The  Clinical  Laboratory 
Improvement  Advisory  Committee  or 
any  designated  subcommittees  will  meet 
as  needed,  but  not  less  than  once  each 
year. 

(e)  The  Clinical  Laboratory 
Improvement  Advisory  Committee  or 
subcommittee,  at  the  request  of  HHS 
will  review  and  make  recommendations 
concerning: 

(1)  Criteria  for  categorizing  tests  and 
examinations  of  moderate  and  high 
complexity: 

(2)  Categorization  of  waived  tests; 

(3)  Personnel  standards; 

(4)  Patient  test  management,  quality 
control,  quality  assurance  standards; 

(5)  Proficiency  testing  standards; 

(6)  Applicability  to  the  standards  of 
new  technology;  and 

(7)  Other  issues  relevant  to  part  493,  if 
requested  by  HHS. 

(f)  HHS  will  be  responsible  for 
providing  the  data  and  information,  as 
necessary,  to  the  members  of  the 
Clinical  Laboratory  Improvement 
Advisory  Committee. 

PART  494— CONDITIONS  FOR 
COVERAGE  OF  PARTICULAR 
SERVICES 

N.  Part  494  is  amended  to  read  as 
follows: 

1.  The  authority  citation  for  part  494  is 
revised  to  read  as  follows; 

Authority:  Secs.  1833(a)(2](E},  1834, 1861. 
1862(a).  1863, 1864(a).  1863(a),  ig02(a)(g)(C). 
and  1915(a)(l](B)(ii](I)  of  the  Social  Security 
Act  (42  U.S.C.  13951(a)(2)(E).  1395m.  1395x, 
1395y(a).  1393z,  1395aa(a).  1395bb(a), 
1396a(a)(g)(C).  and  1396n(a)(l)(B)(ii)(I)). 

Subpart  B — Conditions  for  Coverage 
of  Screening  Mammography 

2.  Section  494.51  is  revised  to  read  as 
follows; 

S  494.5 1  Conditions  for  coverage: 
Compliance  with  Federal,  State,  and  local 
laws  and  regulations. 

(a)  The  supplier  of  screening 
mammography  services  must  comply 
with  all  applicable  Federal,  State,  and 
local  laws  and  regulations  pertaining  to 
radiological  services  and  screening 
mammography  services.  This  includes — 

(1)  Licensure  or  registration  of 
supplier. 

(2)  Licensure  or  registration  of 
personnel; 

(3)  Licensure  or  registration  of 
equipment:  and 
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(4)  Compliance  with  health  and  safety 
requirements. 

(b)  In  addition,  if  the  supplier  of 
screening  mammography  services  also 
provides  laboratory  services,  these 
services  must  be  provided  in  accordance 
with  the  applicable  requirements  of  part 
493  of  this  chapter.  If  the  supplier  of 
screening  mammography  services 
chooses  to  refer  specimens  for  testing  to 
another  laboratory,  the  referral 
laboratory  must  be  certiHed  in  the 
appropriate  specialties  and 
subspecialties  of  services  in  accordance 
with  the  applicable  requirements  or  part 
493  of  this  chapter. 

(Catalog  of  Federal  Domestic  Assistance 
Program  No.  93.773,  Medicare — Hospital 
Insiu'ance;  and  Program  No.  93.774, 

Medicare — Supplementary  Medical  Insurance 
Program) 

Dated:  December  30, 1991. 
fames  O.  Mason, 

Assistant  Secretary  for  Health. 

Dated:  December  30, 1991. 

Gail  R.  Wilensky, 

Administrator,  Health  Care  Financing 
Administration. 

Approved:  January  23, 1992. 

Louis  W.  Sullivan, 

Secretary. 
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